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Instructions for use/Technical description

Instruments for occipital fixation

Note for U.S. users

This Instructions for Use is NOT intended for United States users. Please
discard. The Instructions for Use for United States users can be obtained
by visiting our website at www.aesculaplmplantsystems.com. If you wish
to obtain a paper copy of the Instructions for Use, you may request one by
contacting your local Aesculap representative or Aesculap's customer ser-
vice at 1-866-229-3002. A paper copy will be provided to you upon
request at no additional cost.
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Aesculap® Ennovate® Cervical

Instruments for occipital fixation

Legend

Instruments for occipital fixation - Straight instruments
Ennovate Cervical T-handle SZ004R

Ennovate Cervical occipital plate bender FWO90R

Ennovate Cervical occipital plate holder SZ101R

Ennovate Cervical occipital drill & 2.9 mm SZ102SU/SZ102R
Ennovate Cervical occipital drill & 3.9 mm SZ103SU/SZ103R
Ennovate Cervical occipital tap & 4.5 mm SZ104R

Ennovate Cervical occipital tap & 5.5 mm SZ105R

Ennovate Cervical occipital drill/tap guide for 6 mm [ 8 mm screws
SZ106R

9 Ennovate Cervical occipital drill/tap guide for 10 mm / 12 mm screws
SZ107R

10 Ennovate Cervical occipital drill/tap guide for 14 mm [ 16 mm screws
SZ108R

11 Ennovate Cervical occipital torque wrench SZ109R
12 Ennovate Cervical occipital counter torque wrench SZ110R
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13 Ennovate Cervical occipital screwdriver SZ111R
14 Ennovate Cervical occipital screw remover SZ112R
15 Ennovate Cervical occipital screw remover shaft SZ113R

Instruments for occipital fixation - Occipital Access instruments

16 Ennovate Cervical Occipital Access - drill/tap guide & 4.5 mm
SZ114R

17 Ennovate Cervical Occipital Access - drill/tap guide & 5.5 mm
SZ115R

18 Ennovate Cervical Occipital Access - angled gear instrument SZ116R
19 Ennovate Cervical Occipital Access - screwdriver bit SZ123SU

20 Ennovate Cervical Occipital Access - set of depth stops (6 mm to
16 mm) SZ119SU

21 Ennovate Cervical Occipital Access - bits for 4.5 mm screws (drill and
tap bits) SZ120SU

22 Ennovate Cervical Occipital Access - bits for 5.5 mm screws (drill and
tap bits) SZ121SU

23 Tubing clamp, serrated jaws AN912R

The relative size of the instruments does not necessarily reflect their size
in reality.

The depictions in this document are schematic representations only and
may deviate from the actual product.
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1.  About this document

Note

General risk factors associated with surgical procedures are not described
in these instructions for use.

1.1 Scope

These instructions for use apply to the Ennovate Cervical instruments for
the occipital fixation.

Note

The applicable CE mark for the product can be seen on the label or packag-
ing of the product.

» For article-specific instructions for use as well as information on mate-
rial compatibility and lifetime see B. Braun elFU at eifu.bbraun.com

1.2  Safety messages

Safety messages make clear the dangers to patient, user and/or product
that could arise during the use of the product. Safety messages are labeled
as follows:

/\ DANGER

Indicates a possible threat of danger. If not avoided, death or serious
injury may result.

/\ WARNING

Indicates a possible threat of danger. If not avoided, minor or moder-
ate injury may result.

/\ CAUTION

Indicates a possible threat of material damage. If not avoided, the
product may be damaged.

2. Clinical use

2.1 Product description

Instruments for occipital fixation - Straight and Occipital Access
instruments

The surgical technique performed with the instruments for occipital fixa-

tion - Straight instruments is described in the sections entitled 'Straight
instruments'.

For patients with thoracic hunchback an angled gear instrument is avail-
able that can be used for drilling, tapping and screw insertion. An inte-
grated pusher allows to transfer the energy to the working end so that the
hole preparation and screw insertion work smoothly under difficult cir-
cumstances. The surgical technique is described below in the sections
entitled 'Occipital Access instruments'.

2.2  Areas of use and limitations of use

2.2.1 Intended use

The Ennovate Cervical instruments for occipital fixation are used for the
implantation of Ennovate Cervical System occipital implants. The indica-
tions and contraindications are described in the Instruction for Use of the
Ennovate Cervical implants TAO15777.

2.2.2 Indications
Note

The manufacturer is not responsible for any use of the product against the
specified indications and/or the described applications.

For indications, see Intended use.

2.2.3 Contraindications
For contraindications, see Intended use.

2.3 Safety information
2.3.1  Clinical user

General safety information
To prevent damage caused by improper setup or operation, and to not
compromise the manufacturer warranty and liability:

» Use the product only according to these instructions for use.
» Follow the safety and maintenance instructions.

» Ensure that the product and its accessories are operated and used only
by persons with the requisite training, knowledge and experience.

» Store any new or unused products in a dry, clean, and safe place.
» Prior to use, check that the product is in good working order.
» Keep the instructions for use accessible for the user.

Note
The user is obligated to report all severe events in connection with the prod-

uct to the manufacturer and the responsible authorities of the state in
which the user is located.

Notes on surgical procedures

It is the user's responsibility to ensure that the surgical procedure is per-
formed correctly.

Appropriate clinical training as well as a theoretical and practical profi-
ciency of all the required operating techniques, including the use of this
product, are prerequisites for the successful use of this product.

The user is required to obtain information from the manufacturer if there
is an unclear preoperative situation regarding the use of the product.



2.3.2 Product

Product-specific safety information

These instructions for use only describe the specificities of the Ennovate
Cervical occipital fixation. For information on the Ennovate Cervical sys-
tem occipital implants and on the Ennovate Cervical basic technique, refer
to the following documents:

TA015777 IFU ENNOVATE IMPLANT SYSTEM FOR POSTERIOR,
OCCIPITAL, CERVICAL AND THORACIC STABILIZATION

TA015763 IFU ENNOVATE CERVICAL BASIC INSTRUMENTS

TA015755 IFU ENNOVATE CERVICAL TRAYS

003102 ENNOVATE CERVICAL - SURGICAL TECHNIQUE

003202 ENNOVATE CERVICAL NAVIGATION - SURGICAL TECH-

NIQUE

» Only combine Aesculap products with each other.
» Only use Aesculap Ennovate instruments and accessories.
» Observe the graphic/packing template when storing the instruments.

Instruments can fall in situ or on the floor!
Handles can loosen during use!

» Check the seating of the coupling handles on the instruments for tight-
ness.

Injury of spinal cord, nerve roots and blood vessels due to piercing the cor-
tex in the case of incorrect application!

» Only carry out alignment and insertion of the instruments and polyaxial
screws under radiographic control or with the aid of a navigation sys-
tem.

2.3.3 Sterility

Non-sterile, reusable products

Straight instruments

SZ004R Ennovate Cervical T-handle

FWO090R Ennovate Cervical occipital bender

SZ101R Ennovate Cervical occipital plate holder

SZ104R Ennovate Cervical occipital tap @ 4.5 mm

SZ105R Ennovate Cervical occipital tap @ 5.5 mm

SZ106R Ennovate Cervical occipital drill/tap guide for 6 mm /
8 mm screws

SZ107R Ennovate Cervical occipital drill/tap guide for 10 mm /
12 mm screws

SZ108R Ennovate Cervical occipital drill/tap guide for 14 mm |
16 mm screws

SZ109R Ennovate Cervical occipital torque wrench

SZ110R Ennovate Cervical occipital counter torque wrench

SZ111R Ennovate Cervical occipital screwdriver

SZ112R Ennovate Cervical occipital screw remover

SZ113R Ennovate Cervical occipital screw remover shaft

Occipital Access instruments

SZ114R Ennovate Cervical Occipital Access - drill/tap guide
& 45 mm

SZ115R Ennovate Cervical Occipital Access - drill/tap guide
& 55 mm

SZ116R Ennovate Cervical Occipital Access - angled gear
instrument

AN912R Tubing clamp, serrated jaws

» Inspect the new product after removing its transport packaging and
prior to first use to ensure it is in good working order.

The product is delivered in an unsterile condition.

» Clean the new product after removing its transport packaging and prior
to its initial sterilization.

Non-sterile, single-use products

SZ102R Ennovate Cervical occipital drill & 2.9 mm
SZ103R

Ennovate Cervical occipital drill & 3.9 mm

The product is delivered in an unsterile condition.

» Clean the new product after removing its transport packaging and prior
to its initial sterilization.

» Do not reuse the product.

Sterile, single-use products

Straight instruments
Sz102sU
SZ103SU

Ennovate Cervical occipital drill & 2.9 mm

Ennovate Cervical occipital drill & 3.9 mm

Occipital Access instruments

SZ123SU Ennovate Cervical Occipital Access - screwdriver bit

SZ119SU Ennovate Cervical Occipital Access - set of depth stops
(6 mm-16 mm)

SZ120SU Ennovate Cervical Occipital Access - bits for 4.5 mm
screws (drill & tap bits)

SZ121SU Ennovate Cervical Occipital Access - bits for 5.5 mm

screws (drill & tap bits)

The product has been sterilized by irradiation and is supplied in sterile
packaging.

» Do not use products from open or damaged sterile packaging.

» Do not use the product after its use-by date.

» Do not reuse the product.

The reprocessing of the product affects its functionality. Risk of injury, ill-
ness or death due to soiling and/or impaired functionality of the product.

» Do not reprocess the product.



3. Application

Note

All handles and handle surfaces are grey. All actuating elements that are
actuated during the operation are gold colored. All torque wrench handles
are purple.

3.1  Safe application

/\ WARNING
Risk of injury and/or malfunction!

» Prior to each use, inspect the product for loose, bent, broken,
cracked, worn, or missing components.

» Always carry out a function test prior to each use of the product.

/\ WARNING

Risk of injury to patients due to damaged instruments!

Ennovate Cervical instruments are precise and can be easily damaged.
» Handle Ennovate Cervical instruments with the greatest of care.

» Do not repair or modify the instruments (e.g. sharpening the tips).
In case of malfunction send them to Aesculap Technical Service.

3.2 Pre-operative planning

To ensure a safe procedure, it is recommended to measure the thickness of
the occipital bone with the help of a CT-scan or other suitable imaging
types. The thickness determines the length of the occipital screws that will
be implanted later.

3.3  Verify size [ contour plate

/\ DANGER

Risk of injury due to damage/breakage of the plate if bent incorrectly!
» Only bend plate with provided bending pliers.

» Do not bend plate back.

» Avoid small bending radii, notching or scratching the plate.

A\ cAuTION

The plate cannot be firmly fixed in the plate holder if it is excessively
bent.

» Do not bend the plate more than 15 degrees.

/\ CAUTION

A deformation of the holes may compromise a good locking of the
screws within those holes.

» Do not deform the holes with the bending pliers.
» Make sure to bend the plate within the laser marked lines.

» Choose the plate size and design according to the anatomy of the
patient.

Fig. 1

» Contour the plate within the laser marked lines using the occipital

plate bender 2 (FWO90R), see Fig. 1.

- Insert the plate into the plate bender 2. Make sure it is well posi-
tioned (the protuberance a of the plate bender must be applied on
the laser marked lines of the plate).

- Press the handles b of the plate bender together to contour the
plate. If needed, turn knob ¢ to adjust the distance between the
handles.

3.4 Place plate
A plate holder 3 (SZ101R) is available to facilitate the placement of the
occipital plate.

Fig. 2

» Align the plate to plate holder 3 face down, so that the drill guide can
later be clipped into the plate holder, see Fig. 2.

» Snap in the lever arm a.



3.5 Drill screw hole

/\ DANGER
Risk of injury due to a hole that is too deep or too shallow!

» Do not sharpen the drill, otherwise the drill depth becomes inaccu-
rate.

Replace blunt drills with new ones.
Check the depth of the occipital bone on pre-op images.
Proceed with care to prevent damage to the dura.

Always check the drill lengths with the guide sleeve being used:
Insert the required drill into the guide up to the positive stop and
verify the exposed length of the drill with a caliper.

vvyyy

Note
Drilling may be performed under radiographic control.

/\ DANGER
Risk of injury due to a hole that is incorrectly placed or too deep!

Risk of injury (instable plate) due to a hole that is not perpendicular
to the plate.

Revision required or operation delay if the hole is not aligned with the
plate hole.

» Make sure to use the drill guide for drilling.

/\ DANGER

Risk of injury and damage to the drill if the rotational speed is too

high!

» Make sure to set an appropriate rotational speed for the intended
application.

Since the bone thickness is highest at the EOP (external occipital protu-
berance) it is recommended to place the first screw in the EOP at the mid-
line of the occipital bone.

Note

It is recommended that the first hole is prepared (including tapping) and the
first screw is inserted before the other screws are implanted. The first screw
holds the plate in place while drilling and tapping the other holes.

» Always use the drill guide to drill holes. This ensures that the holes are
drilled at the correct location and to the correct depth. The guide also
helps in aligning the drill perpendicular to the plate, which is necessary
for a stable fixation of the plate.

Fig. 3

Note

The drill/tap guides 8/9/10 (SZ106R/SZ107R/SZ108R) and 16/17
(SZ114R/SZ115R) can be clipped onto the plate holder3 (SZ101R) at
location a, so that it is easier to hold both the occipital plate holder and the
occipital drill/tap guide with one hand.

» Use the sounder SZ066R to confirm the depth of the prepared hole.

3.5.1 Straight instruments

/\ DANGER

Risk of injury or damage to occipital bone (leading to poor screw
anchorage) due to a hole that is too wide!

» Make sure to select the correct drill. Check the color coding.

/\ DANGER

Risk of injury to the dura, nerve roots and blood vessels due to a hole
that is too deep or too shallow!

» Make sure to select the correct drill/tap guide. Check the laser
marking that indicates the drill depth on each guide.

The positive stop of the drills are color-coded to match the color of the
screw heads:

B 2.9 mm drill 4 (S2102SU/SZ102R) for & 4.5 mm screws (gold)
B < 3.9 mm drill 5(52103SU/SZ103R) for & 5.5 mm screws (blue)

The drill can be driven with a motor system and the Aesculap AO small drill
attachment (GB623R).

Three drill guides are available to cover the different drill depth. The two
ends of the same guide cover different depth:

M Drill/tap guide 8 (SZ106R) for 6 mm [ 8 mm screws
M Drill/tap guide 9 (SZ107R) for 10 mm [ 12 mm screws
M Drill/tap guide 10 (SZ108R) for 14 mm [ 16 mm screws

Fig. 4

» Choose the guide according to the desired drill depth.

» Insert the required drill into the guide up to the positive stop and verify
the exposed length of the drill with a caliper (e.g. AA845R).

» Place the guide 8/9/10 on the plate holder 3, see Fig. 4. Make sure to
place the guide with its groove facing upward (it can be used to slide
the clamp of the plate holder into it). The teeth of the drill guide should
come into contact with the bone.

» Insert the drill 4/5. Make sure that the drill is held perpendicular to the
occipital plate.

» Drill until the depth stop is reached.



3.5.2  Occipital Access instruments

/\ DANGER

Risk of injury or damage to occipital bone (leading to poor screw
anchorage) due to a hole that is too wide!

» Make sure to select the correct drill. Check the color coding
(golden for & 4.5 mm and blue for & 5.5 mm).

/\ DANGER
Revision required or operation delay if a hole is not centered!
» Make sure to use the drill end of the drill/tap guide for drilling.

/\ DANGER

Risk of injury to the dura, nerve roots and blood vessels due to a hole
that is too deep or too shallow!

» Make sure to use the correct depth stop. Check the laser marking
that indicates the drill depth on each depth stop.

/\ DANGER

Risk of injury to the patient if the drill bit or depth stop are not
attached properly!

» Make sure that the drill bit and the depth stop are attached prop-
erly.

/\ cAuTION
Operation delay if the drill falls off the angled gear instrument!

» Make sure to keep the drill turning while removing it from the
bone.

/\ cAUTION
Operation delay!

» Reattach the drill to the angled gear instrument in case it gets
stuck in the bone.

Two drill bits and two drill guides are available:

B Drill bit 21 (SZ120SU) and drill guide 16 (SZ114R) for & 4.5 mm
screws (gold)

B Drill bit 22 (SZ121SU) and drill guide 17 (SZ115R) for & 5.5 mm
screws (blue)

The drill/tap guides are double ended with one end for drilling and the

other one for tapping.

The drill can be driven with a motor system and an Aesculap hex drill
attachment (e.g. GB886R). A set of depth stops 20 (SZ119SU) is available
to cover the different drill depth. The depth stops are designed for drill
depths from 6 mm to 16 mm.

21/22 20

Fig. 5

» Attach the motor system to the angled gear instrument 18 (SZ116R).

» Attach the drill bit 21/22 of the chosen size to the angled gear instru-
ment, see Fig. 5. Forceps can be used. Make sure the drill bit is fully
inserted.

» Select the depth stop corresponding to the desired drill depth from the
set of depth stops 20. Make sure to select the correct depth stop. Check
the laser marking on the depth stops.

» Insert the depth stop over the bit. Check that it is not put on backwards.
Forceps can be used to attach the stop to the angled gear instrument.

Fig. 6

» Choose the appropriate drill guide 16/17. Make sure that the drill end
of the drill/tap guide is used to help guiding the drill.

» Insert the required drill into the guide up to the positive stop and verify
the exposed length of the drill with a caliper (e.g. AA845R), as shown
on the left side of the image, see Fig. 6.

» Place the guide 16/17 on the plate holder 3 (SZ101R). Make sure to
place the guide with its groove facing upward (it can be used to slide
the clamp of the plate holder into it). The teeth of the drill guide should
come into contact with the bone.

» Adapt the angle of the handle b to optimize the transmitted force, see
Fig. 5:

- Turn the wheel c until the correct angle is reached.
- Fix the wheel by turning it clockwise.

» Drill by actuating the motor system and applying force on the handle b.
Make sure that the shaft a of the angled gear instrument is held par-
allel to the occipital plate, see Fig. 6.



3.6  Cut thread with tap

/\ DANGER

Risk of injury due to a hole that is too wide (instable plate)!

Revision required in case of screw loosening or bone breakage!

Damage or breakage of instruments!

» Hold the screw tap axially to the prepared hole when turning in and
out. Avoid levering, bending and strong applications of force while
doing so.

» Make sure to use the correct tap size. Check the color coding and
laser marking.

/\ DANGER

Risk of injury due to an incorrectly placed hole or a hole that is too
deep!

Risk of injury (instable plate) due to a hole that is not perpendicular
to the plate!

Revision required or operation delay if the hole is not aligned with the
plate!

» Make sure to use the tap guide for tapping.

/\ DANGER
Risk of tissue injury or stripping bone threads when inserting tap!

» Always check that the tap advances correctly while applying the
tap.

/\ DANGER

Injury of the dura, nerve roots and blood vessels from a hole that is
too deep, too shallow or misplaced!

» Make sure to select the correct tap guide. Check the laser marking
that indicates the tapping depth on each guide.

Always use the tap guide when tapping. This ensures that the hole is
tapped at the correct location and to the correct depth. The guide also
helps in aligning the tap perpendicular to the plate, which is necessary for
a stable fixation of the plate.

3.6.1 Straight instruments

The taps are color-coded to match the color of the screw heads:
B Tap 6 (SZ104R) for @ 4.5 mm screws (gold)

M Tap 7 (SZ105R) for @ 5.5 mm screws (blue)

The ratchet straight handle a (SZ001R) can be moved to the following
positions by rotating the collar of the handle, as shown on the right side
of the image, see Fig. 7:

W Forward (IN): for tapping

B Locked (®): blocks the ratchet

B Reverse (OUT): for removing tap from the bone

» Leave the fixed occipital drill/tap guide 8/9/10

(SZ106R/SZ107R/SZ108R) in place for tapping the pre-drilled hole.

Choose the appropriate tap.

» Attach the tap 6/7 to the ratchet straight handle a (SZOO1R), as shown
on the left side of the image, see Fig. 7:

- Push the handle a onto the hex connection of the tap up to the stop.
- Align the rotation setting 'IN' with the laser marked line (or keep it
locked to block the ratchet).

» Position the tap on the previously prepared entry point and cut the
thread by rotating clockwise to the required depth while maintaining
the appropriate trajectory, as shown on the right side of the image, see
Fig. 7. Make sure to hold the tap perpendicular to the occipital plate,
see Drill screw hole.

v

» Align the rotation setting 'OUT" with the laser marked line (or keep it
locked to block the ratchet).

» Unscrew the tap counter-clockwise.
» Loosen the tap from the handle by pulling on the black sleeve b.
» Remove the occipital drill/tap guide before placing the occipital screws.

3.6.2 Occipital Access instruments

/\ DANGER

Risk of injury to the dura, nerve roots and blood vessels due to a hole
that is too deep or too shallow!

» Make sure to select the correct depth stop. Check the laser marking
on the depth stop.

» Make sure that the depth

/\ cAUTION
Delay of surgery if non-sufficient force is applied to be able to tap!
» Make sure to adapt the handle to optimize the transmitted force.

The tap bits are color-coded to match the color of the screw heads:
B Tap bit 21 (S2120SU) for & 4.5 mm screws (gold)
W Tap bit 22 (SZ121SU) for & 5.5 mm screws (blue)

Fig. 8



» Turn the drill/tap guide 16/17 (SZ114R/SZ115R) so that the tap side
connects to the occipital plate, as shown on the left side of the image,
see Fig. 8. Make sure to place the guide with its groove facing upward
(it can be used to slide the clamp of the plate holder into it). The teeth
of the drill guide should come into contact with the bone.

» Choose the appropriate tap bit.

» Remove the depth stop 20 (SZ119SU) and the drill bit 21/22 by using
the provided clamping forceps 23 (AN912R):

- Clamp the drill with the forceps.

- Pull on the forceps with one hand while pushing against the forceps
with the thumb of the other hand holding the angled gear
instrument 18.

» Attach the tap bit 21/22 and the depth stop 20 to the angled gear
instrument, as shown at the top of the image, see Fig. 8

» Adapt the angle of the handle b to optimize the transmitted force: turn
the wheel c until the correct angle is reached. Fix the wheel by turning
clockwise, as shown on the right side of the image, see Fig. 8.

» Tap by actuating the T-handle 1 (SZ004R) and applying force on the
handle b, as shown on the right side of the image, see Fig. 8. Make sure
that the shaft a of the angled gear instrument is held parallel to the
occipital plate, see Drill screw hole.

3.7 Insert and lock screw

Since the bone thickness is highest at the EOP (external occipital protu-
berance) it is recommended to place the first screw in the EOP at the mid-
line of the occipital bone.

Two types of screws are available:
B O 4.5 mm screws (gold)

B @ 55 mm screws (blue). These are backup or rescue screws for the
golden & 4.5 mm.

The design of the screwdriver ensures that the screw is fixed and axially
aligned to the screwdriver.

/\ WARNING

Risk of injury to the patient (instable plate/risk of loosening) or oper-
ation delay due to free spinning screws or from screws that are incor-
rectly inserted!

» Make sure that the screw is screwed in vertically into the plate.
» Insert the screw until it is fully seated.

» Visually check that the screw is fully seated.

» Do not overtighten the screws.

/\ cAUTION
Operation delay!

Damage to the screw if the screwdriver is not fully inserted into the
screw. Torque cannot be transferred!

» Connect the screwdriver/screwdriver bit completely to the screw.

» Hold the screwdriver axially to the pre-prepared hole when turning
in and out. Avoid levering, bending and strong applications of force
when doing so.

/\ CAUTION

Operation delay if the screws are not inserted into the center of the

plate holes.

» Always use a drill/tap guide to prepare the screw hole. Do not drill
and tap without a guide.

3.7.1 Straight instruments

Fig. 9

» Attach the ratchet handle straighta (SZOO1R) to the occipital
screwdriver 13 (SZ111R) by sliding the hexagonal portion of the driver
shaft into the handle coupling b up to the stop.

» Align the rotation setting 'IN" with the laser marked line (or keep it
locked to block the ratchet).

» Pick up the screw with the occipital screw driver 13, as shown on the
left side of the image, see Fig. 9.

» Insert the occipital screws with the occipital screwdriver, as shown on
the right side of the image, see Fig. 9. Make sure to hold the screw-
driver perpendicular to the occipital plate. Visually check that the
screw is fully seated. Locking the occipital screws firmly in the plate
with the occipital screwdriver is sufficient.

Do not overtighten the screws to prevent free spinning of the screws.

3.7.2  Occipital Access instruments
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Fig. 10

» Remove the depth stop and the tap bit from the angled gear
instrument 18 (SZ116R) by using the provided clamping forceps 23,
see Occipital Access instruments.

» Attach the screwdriver bit 19 (S2123SU) and the corresponding occip-
ital screw a as shown on the left side of the image, see Fig. 10.

» Insert the occipital screw a. Make sure that the shaft b of the angled
gear instrument 18 is held parallel to the occipital plate.

Visually check that the screw is fully seated.

Locking the occipital screws firmly in the plate with the angled gear
instrument and the screwdriver bit is sufficient. Do not overtighten the
screws to prevent free spinning of the screws.



» When both center screws are placed, remove the plateholder 3
(SZ101R).

» Place the remaining screws, see Drill screw hole, see Cut thread with
tap.

3.8 Insert rod

/\ cAUTION
Operation delay!

» To avoid incorrect fixation of the set screw, make sure that the
bend in the rod is not too close to the receptacles of the occipital
plate.

To connect the occipital plate to the cervical spine, pre-bent rods with
& 3.5 mmor & 4.0 mm can be inserted into the rod receptacles.

» Insert the rod into the rod receptacles.

The rods can be further bent and cut to fit the patient's anatomy.

Fig. 11

For easier rod placement the rod receptacles allow translation and rota-
tion, see Fig. 11.

If needed, the rod holding forceps (FWO76R) can be used to assist rod
insertion. For further information on rod bending, rod cutting and rod
insertion, refer to the instructions for use of the Ennovate Cervical basic
instruments (TAO15763).

3.9 Insert set screw

/\ cAuTION

Intraoperative revision required!
Operation delay!

Damage to the implant and instruments!

» Load the set screw correctly and completely with the set screw
starter.

» Always place the set screw starter axially to the head of the poly-
axial screw and do not tilt.
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3.9.1 Straight instruments

Fig. 12

» Start the set screw a in the threaded portion of the rod receptacles
using the set screw starter b (SZ069R/SZ068R), see Fig. 12.

» If needed, the occipital counter torque wrench 12 (SZ110R) or the rod
holding forceps (FWO076R) can be used to persuade the rod and guide
the set screw into the rod receptacles.

3.9.2  Occipital Access instruments

Fig. 13

» Attach the set screw a to the screwdriver bit 19 (SZ123SU) of the
angled gear instrument 18 (SZ116R), see Fig. 13.

» Position the set screw in the threaded portion of the rod receptacles b,
see Fig. 13.

If needed, the rod holding forceps (FW076R) can be used to persuade the
rod and guide the set screw into the rod receptacles.



3.10 Tighten set screw

This step is the same using the Straight instruments and Occipital Access
instruments. It is imperative to use the counter torque wrench to prevent
applying the torque directly to the patient's spine and to ensure a perpen-
dicular placement of the screwdriver, thus simplifying correct tightening
of the set screw.

/\ DANGER
Injury to patient from initiation of high torques on the spinal column!
» Always use the counter torque wrench 12 (SZ110R).

» Always completely and correctly insert the counter torque
wrench 12 over the rod receptacle and check that it is fully seated
on the rod.

» Hold the counter torque wrench 12 in position and do not twist or
lever against the inserted rod.

/\ WARNING

Risk of correction loss/insufficient stabilization of the spinal column
region to be treated due to under tightening the set screw!

» Set the set screw in place correctly.

» Make sure that the rods are correctly positioned on the floor of the
groove.

» Fully tighten the set screw, using the torque wrench 11 (SZ109R).

/\ WARNING
Revision required due to damaged set screw!

Risk of damage to the implant or instruments due to overtightening
of the set screw!

» For final tightening of the set screws only use the 2.8 N-m torque
wrench 11.

» Check the recalibration/maintenance date on the torque wrench
handle maintenance label prior to each use.

» When tightening or loosening the set screws, make certain that the
star bit of the torque wrench is fully engaged in the socket of the
set screws.

» Apply the torque slowly and without sudden movement until the
torque wrench handle release is audibly triggered.

/\ WARNING

Inadequate fixation or damage to implants due to introduction of lat-
eral forces!

» When tightening or loosening, only subject the set screws to axial
pressure.

» Avoid exerting lateral forces when tightening or loosening the set
screws.

/\ WARNING

Delay of surgery or risk of insufficient stabilization of the spinal col-
umn region to be treated due to damaged screw!

» Do not loosen and retighten the set screw more than 3 times.

/\ cAUTION
Damage to the counter torque wrench 12 due to improper usage!

» Always slide the counter torque wrench over the receptacle as far
as it will go. When doing so, make sure that the implant entirely
engages into the slot at the working tip.

» Make sure that the rod protrudes on both sides of the counter
torque wrench.
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Fig. 14

» Make sure that the occipital torque wrench 11 (SZ109R) is correctly
mounted and that the star bit is firmly fixed.

» If not already in place, insert the counter torque wrench 12 (SZ110R)
over the rod receptacle, see Fig. 14.

» Insert the occipital torque wrench 11 and turn evenly clockwise to
tighten the set screw while holding the occipital counter torque
wrench 12. Make sure to turn the torque wrench smoothly, without
jerking.

The torque wrench 11 will click when the defined torque (2.8 N'm) is

obtained.

» Do not move the torque wrench back counter-clockwise while it is still
inserted in the set screw: if the defined torque is not obtained after
turning the torque wrench one time in the clockwise direction, pull out
the torque wrench 11 from the set screw, and insert it back at the posi-
tion in which to start the second round of tightening in the clockwise
direction.

Fig. 15

» Visually double check that the set screw is fully seated, see Fig. 15.

The set screw is located below the top of the receptacle after final
tightening when using a @ 3.5 mm rod, as shown on the left side of
the image, see Fig. 15.

The set screw is located plane with the top of the receptacle when
using a & 4 mm rod, as shown on the right side of the image, see
Fig. 15.



3.11 Remove implants

3.11.1 Remove occipital plate screws

/\ DANGER

Damage to the cortical occipital bone and/or occipital bone plate if
the screw thread gets damaged during removal of the occipital plate
screws!

» Always insert the screw removal shaft 15 fully in the thread of the
occipital screw and through the screw remover 14 before unscrew-
ing the screw with the screw remover.

/\ WARNING

Remover shaft 15 breaks if excessive torque is applied!

» Do not apply excessive torque when screwing in the remover shaft.
» Do not apply additional torque once the shaft is fixed.

Fig. 16

» Attach the screw remover 14 (SZ112R) to the T-handle 1 (SZ004R), see
Fig. 16.
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Fig. 17

» Insert the screw remover 14 axially on the occipital screw, as shown at
the top of the image, see Fig. 17.

» Insert the removal shaft 15 (SZ113R) through the T-handle 1 and turn
the golden knob a clockwise until it is fixed, as shown at the top of the
image, see Fig. 17. As soon as it is fixed, don't apply any additional
torque.

» Turn the T-handle 1 counter-clockwise to remove the screw, as shown
at the bottom of the image, see Fig. 17.

The screw removal shaft 15 applies tension on the screw to enable the
barb under the screw head on the occipital screw to disengage the
plate during removal.
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3.11.2 Remove set screws and polyaxial screws

/\ DANGER
Injury to patient from initiation of high torques on the spinal column!
» Always use the counter torque wrench 12.

» Always completely and correctly insert the counter torque over the
rod receptacle and check that it is fully seated on the rod.

/\ WARNING

Delay of surgery or risk of insufficient stabilization due to damaged
screw!

» Do not loosen and retighten the set screw more than 3 times.

/\ cAuTION
Damage to the torque wrench 11!
» Do not apply excessive torque to loosen the screw.

» Loosen the set screw using the torque wrench 11 (SZ109R) and the
counter torque wrench 12 (SZ110R) by turning the handle counter-
clockwise.

» Remove the polyaxial screws with the ball end screwdriver for polyaxial
screws (SZ064R) or the Ennovate Cervical screwdriver for polyaxial
screws (SZ063R) attached to the straight ratchet handle (SZ001R).

Implant removal can result in complications due to stuck implants,
ingrown bone tissue, etc. Such complications can lead to damage to
implants and/or instruments.

In case of complications when removing implant parts, use special instru-
ments, such as the Cervical Revision set, which can be ordered from
Aesculap.



4. Validated reprocessing procedure

4.1  General safety instructions
Note

Adhere to national statutory regulations, national and international stan-
dards and directives, and local, clinical hygiene instructions for sterile pro-
cessing.

Note

For patients with Creutzfeldt-Jakob disease (CJD), suspected CJD or possi-
ble variants of CJD, observe the relevant national regulations concerning
the reprocessing of products.

Note

Mechanical reprocessing should be favored over manual cleaning as it gives
better and more reliable results.

Note

Successful processing of this medical device can only be ensured if the pro-
cessing method is first validated. The operator/sterile processing technician
is responsible for this.

Note
If there is no final sterilization, then a virucidal disinfectant must be used.

Note

For up-to-date information about reprocessing and material compatibility,
see B. Braun elFU at eifu.bbraun.com

The validated steam sterilization procedure was carried out in the Aesculap
sterile container system.

4.2  General information

Dried or affixed surgical residues can make cleaning more difficult or inef-
fective and lead to corrosion. Therefore the time interval between applica-
tion and processing should not exceed 6 h; also, neither fixating pre-
cleaning temperatures >45 °C nor fixating disinfecting agents (active
ingredient: aldehydes/alcohols) should be used.

Excessive measures of neutralizing agents or basic cleaners may result in
a chemical attack andfor to fading and the laser marking becoming
unreadable visually or by machine for stainless steel.

Residues containing chlorine or chlorides e.g. in surgical residues, medi-
cines, saline solutions and in the service water used for cleaning, disinfec-
tion and sterilization will cause corrosion damage (pitting, stress corro-
sion) and result in the destruction of stainless steel products. These must
be removed by rinsing thoroughly with demineralized water and then dry-
ing.

Additional drying, if necessary.

Only process chemicals that have been tested and approved (e.g. VAH or
FDA approval or CE mark) and which are compatible with the product’s
materials according to the chemical manufacturers’' recommendations
may be used for processing the product. All the chemical manufacturer's
application specifications must be strictly observed. Failure to do so can
result in the following problems:

B Optical changes of materials, e.g. fading or discoloration of titanium or
aluminum. For aluminum, the application/process solution only needs
to be of pH >8 to cause visible surface changes.

B Material damage such as corrosion, cracks, fracturing, premature aging
or swelling.

» Do not use metal cleaning brushes or other abrasives that would dam-
age the product surfaces and could cause corrosion.

» Further detailed advice on hygienically safe and material-/value-pre-
serving reprocessing can be found at www.a-k-i.org, link to "AKI-
Brochures", "Red brochure”.

4.3  Single-use products
For the list of single use products see Sterility.
» Do not reuse the product.

The reprocessing of the product affects its functionality. Risk of injury, ill-
ness or death due to soiling and/or impaired functionality of the product.

» Do not reprocess sterile, single-use products.

Intraoperative contamination with blood, secretions, and other fluids may
render the affected component unsuitable for resterilization!

» Handle the drills with new gloves only.

Keep the drill storage trays covered or closed.

Process drill storage devices/trays separately from instrument trays.
Clean drills must not be cleaned together with contaminated drills.

Reprocess the drills individually and separately if no implant system
storage devices are available, When doing this, make certain that the
implant components are not damaged.
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» Do not reuse surgically contaminated drills.

4.4 Reusable products

For the list of instruments that can be reused and must be sterilized prior
to each use see Sterility.

There is no set maximum number of uses and reprocessing cycles for the
product.

The life of the product is limited by damage, normal wear and tear, type
and duration of use, as well as handling, storage and transport of the prod-
uct.

A careful visual and functional inspection before the next use is the best
opportunity to recognize a product that is no longer functional, see
Inspection.

4.5 Preparations at the place of use

» If applicable, rinse non-visible surfaces preferably with deionized
water, with a disposable syringe for example.

» Remove any visible surgical residues to the extent possible with a
damp, lint-free cloth.

» Transport the dry product in a sealed waste container for cleaning and
disinfection within 6 hours.

4.6  Preparing for cleaning

» Do not disassemble fixation screws which permanently connect the
various components.

» Disassemble the product prior to cleaning, see Disassembly.
» Open up product with hinges.



4.7 Disassembly
4.7.1  Ennovate Cervical occipital bender (FW090R)

Fig. 18

» Loosen the knob a and turn the thread counter-clockwise until the
knob is completely removed, see Fig. 18.

4.7.2  Ennovate Cervical occipital torque wrench (SZ109R)

C C

/

Fig. 19

» Unscrew the thumb screw ¢ from the rear of the wrench head, as
shown on the left side of the image, see Fig. 19.

» Remove the star bit a from the inner surface of the wrench head, as
shown on the right side of the image, see Fig. 19.

The inner surface of the torque wrench can be identified by the two
integrated screws b.

» Take care not to lose the star bit a and the thumb screw c.

4.7.3 Plate holder (SZ101R)

Fig. 20

» Push the lever c all the way back, see Fig. 20.
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4.7.4 Angled gear instrument (SZ116R)

— _CT

Fig. 21

» Loosen the golden wheel ¢ by turning it counter-clockwise.

» Turn the nut a counter-clockwise and remove it with the shaft b. Take
care not to lose the nut a.

4.8 Cleaning/Disinfection

4.8.1 Product-specific safety information on the reprocessing
method

Damage to or destruction of the product due to inappropriate clean-

ing/disinfecting agents and/or excessive temperatures!

» Following the manufacturer's instructions, use cleaning and disinfect-
ing agents
- that are approved for plastics and high-grade steel,
- that do not attack softeners (e.g., in silicone).

» Observe specifications regarding concentration, temperature and
exposure time.

» Do not exceed the maximum allowable disinfection temperature of
95 °C.

» Use suitable cleaning/disinfecting agents if the product is disposed of
in a wet condition. To prevent foaming and degradation of the efficacy
of the process chemicals: prior to mechanical cleaning and disinfection,
rinse the product thoroughly with running water

» Manually pre-clean the product (with a cleansing brush) if there are
residues of bone, tissue or ancillary materials (such as plaster or bone
cement).

» If the products can be securely fixed in machines or storage devices in
such a way that they will be cleaned thoroughly, clean and disinfect
them mechanically.



4.8.2
Validated procedure

Manual cleaning with
immersion disinfection

B AN912R
W SZ101R to SZ116R

Manual cleaning with ultra-

sound and immersion disin-
fection

m FWO90R
W SZ004R

Validated cleaning and disinfection procedure

Specific requirements

Suitable cleaning brush

20 ml disposable syringe

B Drying phase: Use a lint-free cloth or medical compressed air

Suitable cleaning brush

20 ml disposable syringe

B Drying phase: Use a lint-free cloth or medical compressed air

Reference

Chapter Manual cleaning/disinfection and
subsection:

B Chapter Manual cleaning with immersion
disinfection

Chapter Manual cleaning/disinfection and
subsection:

B Chapter Manual cleaning with ultrasound
and immersion disinfection

Mechanical alkaline cleaning
and thermal disinfection

m AN912R
B SZ101R to SZ105R
B SZ109R
m SZ111R
m SZ113R

Place the product in a tray that is suitable for cleaning (avoiding rins-
ing blind spots).

Place products in the tray with their hinges open.

Chapter Mechanical cleaning/disinfection and

subsection:

B Chapter Mechanical alkaline cleaning and
thermal disinfecting

Manual pre-cleaning with
brush and subsequent
mechanical alkaline cleaning
and thermal disinfection

B SZ106R to SZ108R
| SZ110R
W SZ112R
B SZ114R to SZ116R

| Suitable cleaning brush

20 ml disposable syringe

Place the product in a tray that is suitable for cleaning (avoiding rins-
ing blind spots).

B Place products in the tray with their hinges open.

SZ116R: Connect components with lumens and channels directly to
the rinsing port of the injector carriage.

Chapter Mechanical cleaning/disinfection
with manual pre-cleaning and subsection:

B Chapter Manual pre-cleaning with a brush

B Chapter Mechanical alkaline cleaning and
thermal disinfecting

Manual pre-cleaning with
ultrasound and brush, and
subsequent mechanical
alkaline cleaning and ther-
mal disinfection

B FWO90R
W SZ004R

B 20 ml disposable syringe

Place the product in a tray that is suitable for cleaning (avoiding rins-
ing blind spots).

B Place products in the tray with their hinges open.

B SZ004R: Rinse lumens using spray nozzle (3.8 bar water pressure) at

least 3 times for 20 seconds each.

SZ004R: Connect components with lumens and channels directly to
the rinsing port of the injector carriage.

Chapter Mechanical cleaning/disinfection

with manual pre-cleaning and subsection:

B Chapter Manual pre-cleaning with ultra-
sound and brush

B Chapter Mechanical alkaline cleaning and
thermal disinfecting




4.9 Manual cleaning/disinfection
» Prior to manual disinfecting, allow water to drip off for a sufficient
length of time to prevent dilution of the disinfecting solution.

» After manual cleaning/disinfection, check visible surfaces visually for
residues.

» Repeat the cleaning/disinfection process if necessary.

.9.1  Manual cleaning with immersion disinfection

Disinfecting cleaning RT (cold) Aldehyde-free, phenol-free, and QUAT-free concentrate, pH ~ 9*
1l Intermediate rinse RT (cold) 1 - D-W -
1 Disinfection RT (cold) 5 2 D-W Aldehyde-free, phenol-free, and QUAT-free concentrate, pH ~ 9*
v Final rinse RT (cold) 1 - FD-W -
Vv Drying RT - - - -
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality at least)
RT: Room temperature

*Recommended: BBraun Stabimed fresh

» Note the information on appropriate cleaning brushes and disposable
syringes, see Validated cleaning and disinfection procedure.

Phase |
» Fully immerse the product in the cleaning/disinfectant for at least 15
min. Ensure that all accessible surfaces are moistened.

» Clean the product with a suitable cleaning brush in the solution until
all discernible residues have been removed from the surface.

» If applicable, brush through non-visible surfaces with an appropriate
cleaning brush for at least 1 min.

» Mobilize non-rigid components, such as set screws, links, etc. during
cleaning.

» Thoroughly rinse through these components with the cleaning disin-
fectant solution (at least five times), using a disposable syringe.

Phase Il

» Rinse/flush the product thoroughly (all accessible surfaces) under run-
ning water.

» Mobilize non-rigid components, such as set screws, joints, etc. during
rinsing.

» Drain any remaining water fully.

Phase Il

» Fully immerse the product in the disinfectant solution.

» Mobilize non-rigid components, such as set screws, joints, etc. during
rinsing.

» Rinse lumens at least 5 times at the beginning of the exposure time
using an appropriate disposable syringe. Ensure that all accessible sur-
faces are moistened.
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Phase IV
» Rinse/flush the product thoroughly (all accessible surfaces).

» Mobilize non-rigid components, such as set screws, joints, etc. during
final rinse.

» Rinse lumens with an appropriate disposable syringe at least five times.
» Drain any remaining water fully.

Phase V
» Dry the product in the drying phase with suitable equipment (e.g. cloth,
compressed air), see Validated cleaning and disinfection procedure.



4.9.2 Manual cleaning with ultrasound and immersion disinfection

| Ultrasonic cleaning RT (cold) Aldehyde-free, phenol-free, and QUAT-free concentrate, pH ~ 9*
1l Intermediate rinse RT (cold) D-W -
1 Disinfection RT (cold) D-W Aldehyde-free, phenol-free, and QUAT-free concentrate, pH ~ 9*
\Y Final rinse RT (cold) FD-W -
\ Drying RT - - -
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality at least)
RT: Room temperature

*Recommended: BBraun Stabimed fresh

» Note the information on appropriate cleaning brushes and disposable
syringes, see Validated cleaning and disinfection procedure.

Phase |

» Clean the product in an ultrasonic cleaning bath (frequency 35 kHz) for
at least 15 min. Ensure that all accessible surfaces are immersed and
acoustic shadows are avoided.

» Clean the product with a suitable cleaning brush in the solution until
all discernible residues have been removed from the surface.

» If applicable, brush through non-visible surfaces with an appropriate
cleaning brush for at least 1 min.

» Mobilize non-rigid components, such as set screws, links, etc. during
cleaning.

» Thoroughly rinse through these components with the cleaning disin-
fectant solution (at least five times), using a disposable syringe.
Phase Il

» Rinse/flush the product thoroughly (all accessible surfaces) under run-
ning water.

» Mobilize non-rigid components, such as set screws, joints, etc. during
rinsing.

» Drain any remaining water fully.

Phase Ill

» Fully immerse the product in the disinfectant solution.

» Mobilize non-rigid components, such as set screws, joints, etc. during
rinsing.

» Rinse lumens at least five times at the beginning of the exposure time
with an appropriate disposable syringe. Ensure that all accessible sur-
faces are moistened.

Phase IV

» Rinse/flush the product thoroughly (all accessible surfaces) under run-
ning water.

» Mobilize non-rigid components, such as set screws, joints, etc. during
final rinse.

» Rinse lumens with an appropriate disposable syringe at least five times.
» Drain any remaining water fully.

Phase V
» Dry the product in the drying phase with suitable equipment (e.g. cloth,
compressed air), see Validated cleaning and disinfection procedure.



4.10 Mechanical cleaning/disinfection
Note
The cleaning and disinfection device must be of tested and approved effec-

tiveness (e.g. FDA approval or CE mark according to DIN EN SO 15883).

Note

The cleaning and disinfection device used for processing must be serviced
and checked at regular intervals.

4.10.1 Mechanical alkaline cleaning and thermal disinfecting
Machine type: single-chamber cleaning/disinfection device without ultrasound

| D-W -

Pre-rinse <25[77 3

Il Cleaning 55/131 10 FD-W B Concentrate, alkaline:
- pH=13
- <5 0p anionic surfactant

B 0.5 % working solution

- pH~ 11"
]| Intermediate rinse >10/50 1 FD-W -
v Thermal disinfection 90/194 5 FD-W -
\' Drying - - - According to the program for cleaning and disinfection device
DW: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality at least)

*Recommended: BBraun Helimatic Cleaner alkaline

» Check visible surfaces for residues after mechanical cleaning/disinfect-
ing.
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4.11 Mechanical cleaning/disinfection with manual
pre-cleaning
Note

The cleaning and disinfection device must be of tested and approved effec-
tiveness (e.g. FDA approval or CE mark according to DIN EN SO 15883).

Note

The cleaning and disinfection device used for processing must be serviced
and checked at regular intervals.

4.11.1 Manual pre-cleaning with a brush

Disinfecting cleaning RT (cold) >15 2 Aldehyde-free, phenol-free, and QUAT-free concentrate, pH ~ 9*
1l Rinsing RT (cold) 1 - D-W -
D-W: Drinking water
RT: Room temperature

*Recommended: BBraun Stabimed fresh

» Note the information on appropriate cleaning brushes and disposable
syringes, see Validated cleaning and disinfection procedure.

Phase |

» Fully immerse the product in the cleaning/disinfectant for at least 15
min. Ensure that all accessible surfaces are moistened.

» Clean the product with a suitable cleaning brush in the solution until
all discernible residues have been removed from the surface.

» If applicable, brush through non-visible surfaces with an appropriate
cleaning brush for at least 1 min.

» Mobilize non-rigid components, such as set screws, links, etc. during
cleaning.

» Thoroughly rinse through these components with the cleaning disin-
fectant solution (at least five times), using a disposable syringe.

Phase I

» Rinse/flush the product thoroughly (all accessible surfaces) under run-
ning water.

» Mobilize non-rigid components, such as set screws, joints, etc. during
rinsing.



4.11.2 Manual pre-cleaning with ultrasound and brush

| Ultrasonic cleaning RT (cold) >15 2 Aldehyde-free, phenol-free, and QUAT-free concentrate, pH ~ 9*
1l Rinsing RT (cold) 1 - D-W -

D-W: Drinking water

RT: Room temperature

*Recommended: BBraun Stabimed fresh

» Note the information on appropriate cleaning brushes and disposable
syringes, see Validated cleaning and disinfection procedure.

Phase |

» Clean the product in an ultrasonic cleaning bath (frequency 35 kHz) for
at least 15 min. Ensure that all accessible surfaces are immersed and
acoustic shadows are avoided.

» Clean the product with a suitable cleaning brush in the solution until
all discernible residues have been removed from the surface.

» |f applicable, brush through non-visible surfaces with an appropriate
cleaning brush for at least 1 min.

» Mobilize non-rigid components, such as set screws, links, etc. during
cleaning.

» Thoroughly rinse through these components with the cleaning disin-
fectant solution (at least five times), using a disposable syringe.

Phase I
» Rinse/flush the product thoroughly (all accessible surfaces) under run-
ning water.

» Mobilize non-rigid components, such as set screws, joints, etc. during
rinsing.

4.11.3 Mechanical alkaline cleaning and thermal disinfecting
Machine type: single-chamber cleaning/disinfecting machine without ultrasound

Prerinse <25(77
I Cleaning 55/131 10 FD-W B Concentrate, alkaline:
- pH~13
- <5 % anionic surfactant
B 0.5 % working solution
- pH=11*
1] Intermediate rinse >10/50 1 FD-W -
\Y Thermal disinfection 90/194 5 FD-W -
\' Drying - - - According to the program for cleaning and disinfection device
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality at least)

*Recommended: BBraun Helimatic Cleaner alkaline

» Check visible surfaces for residues after mechanical cleaning/disinfect-
ing.
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4.12

>
>

Inspection
Allow the product to cool down to room temperature.
Dry the product if it is wet or damp.

4.12.1 Visual inspection

>

>

>

v

vVvyVvyyvyyy

Make sure all dirt has been removed. Pay particular attention to e.g. fit-
ting surfaces, hinges, shanks, recesses, drilled grooves.

For contaminated products: Repeat cleaning and disinfection proce-
dure.

Check instruments having interfaces to the implant for damage, burrs,
or deformation at the corresponding functional geometries as these
may damage the implants before use. This applies in particular to:

- Star bit geometries (for example of screwdriver 13, screw
remover 14, screw driver bits 19, torque wrench 11)

- Surfaces in contact with screw heads (for example for screw
driver 13, screw driver bit19, screw remover 14, torque
wrench 11)

- Thread geometries for connection to the female thread of the screw
head (screw remover shaft 15)

- Surfaces in contact with the plate (for example for plate holder 3,
plate bender 2, drill/tap guides 8/9/10, counter torque wrench 12)

- Surfaces in contact with the rod (for example counter torque
wrench 12)

Check product for damage, e.g. insulation, corroded, loose, bent, bro-
ken, cracked, worn, heavily scratched or broken parts.

Check product for missing or faded labels and/or paint marks (e.g. color
of handle, gold plating).

Check products having long, narrow geometries (in particular rotating
instruments) for deformations.

Check cutting instruments for sharpness (example tips of drills).
Check surfaces for variations in roughness.

Check product for burrs that may damage tissue or surgical gloves.
Check product for loose or missing parts.

Check the cannulation of the instruments for continuity.

Immediately put aside any damaged or worn out product and return it
to Aesculap Technical Service, see Technical service.

4.12.2 Functional test

A\ cAuTION

Damage (metal cold welding/friction corrosion) to the product caused
by insufficient lubrication!

» 0il any moving parts (e. g. joints, pusher components and threaded

rods) prior to the functional test using oil suitable for the applied
sterilization process (e. g. STERILIT® | oil spray JG600 for steam
sterilization or STERILIT® | drip-feed lubricator JG598). Do not for-
get to oil the angled gear instrument SZ116R at the marked loca-
tion.

Assemble disassembled products, see Assembly.

Check instruments having interfaces to other instruments for ease of
movement and compatibility.

Make sure that instruments having a square or hexagonal connection
are self-locking in Ennovate handles.

Check that the bits 19/21/22 and the depth stops 20 can be attached
and removed from the angled gear instrument 18. Check that once the
bits and the depth stops are attached, they do not detach from the
angled gear instrument.

Check self-retaining features of instruments (screwdriver 13 and
screwdriver bit 19).

Check that the product functions correctly.

Check all moving parts (e.g. hinges, locks/interlocks, sliding parts, etc.)
for full and smooth movement.

Check locks for secure latching function.
Check for compatibility with associated products.

Immediately put aside any inoperative product and send it to Aesculap
Technical Service, see Technical service.
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4.13 Assembly
4.13.1 Ennovate Cervical occipital bender (FW090R) 4,13.3 Plate holder (SZ101R)

Fig. 22 b

Fig. 24

» Insert and turn knob a clockwise, see Fig. 22.

» Put the upper part a of the plate holder back down and align it to the
lower part b, see Fig. 24.

/\ WARNING » Push the lever ¢ forward.

Wrong assembly leads to malfunction of the instrument!

» Make sure that the instrument is assembled correctly.

c c e — —_— Cl'l
/ b a
? p \

Fig. 25

4.13.2 Ennovate Cervical occipital torque wrench (SZ109R)

4.13.4 Angled gear instrument (SZ116R)

a b d » Insert the shaft b and turn the a clockwise to fix it.

Fig. 23

» Reassemble the star bit a in the torque wrench by inserting it into the
bit cavity on the inner surface of the torque wrench head, as shown on
the left side of the image, see Fig. 23.

The inner surface of the torque wrench can be identified by the two
integrated screws b.

» Turn the thumb screw ¢ clockwise and attach it to the rear of the
wrench head. Securely tighten the thumb screw, as shown on the right
side of the image, see Fig. 23.

The rear of the wrench can be identified by the smooth surface d.



4.14 Packaging
» Appropriately protect products with fine working tips.

» Place the product in its holder or on a suitable tray. Ensure that sharp
edges are covered.

» Package trays appropriately for the sterilization process (e.g. in
Aesculap sterile containers).

» Ensure that the packaging provides sufficient protection against con-
tamination of the product during storage.

4,15 Steam sterilization

» Check to ensure that the sterilizing agent will come into contact with
all external and internal surfaces (e.g., by opening any valves and fau-
cets).

» Validated sterilization process
- Steam sterilization using fractional vacuum process

- Steam sterilizer according to DIN EN 285 and validated according
to DIN EN I1SO 17665

- Sterilization using fractionated vacuum process at 134 °C [ holding
time 5 min

» If several devices are sterilized at the same time in the same steam
sterilizer: Ensure that the maximum permitted load according to the
manufacturers' specifications is not exceeded.

4.16 Storage

» Store sterile products in germ-proof packaging, protected from dust, in
a dry, dark, temperature-controlled area.

» Store sterile single-use products in germ-proof packaging in a dust-
protected, dry, dark and temperature-controlled room.

5. Technical service

A\ cAuTION

Modifications carried out on medical technical equipment may result
in loss of guarantee/warranty rights and forfeiture of applicable
licenses.

» Do not modify the product.

» For service and repairs, please contact your national
B. Braun/Aesculap agency.

Service addresses

Aesculap Technischer Service

Am Aesculap-Platz

78532 Tuttlingen [ Germany

Phone: +49 7461 95-1601

Fax: +49 7461 16-2887

E-Mail:

Other service addresses can be obtained from the address indicated above.

ats@aesculap.de

6. Disposal

/\ WARNING
Risk of infection due to contaminated products!

» Adhere to national regulations when disposing of or recycling the
product, its components and its packaging.

/\ WARNING
Risk of injury due to sharp-edged and/or pointed products!

» When disposing of or recycling the product, ensure that the pack-
aging prevents injury by the product.

Note

The user institution is obliged to reprocess the product before its disposal,
see Validated reprocessing procedure.

7.  Symbols on product and packaging

Oiling point
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cs
Aesculap® Ennovate® Cervical

Nastroje pro fixaci v okcipitalni oblasti

Legenda

Nastroje pro fixaci v okcipitalni oblasti — nastroje Straight

0 N O A WN =

10

11
12
13
14
15

Ennovate Cervical T-rukojet SZ004R

Ennovate Cervical ohybaci klesté na okcipitaIni dlahy FWO90R
Ennovate Cervical drzak okcipitalni dlahy SZ101R

Ennovate Cervical okcipitalni vrtak © 2,9 mm SZ102SU/SZ102R
Ennovate Cervical okcipitalni vrtak @ 3,9 mm SZ103SU/SZ103R
Ennovate Cervical okcipitalni zavitnik & 4,5 mm SZ104R
Ennovate Cervical okcipitalni zavitnik @ 5,5 mm SZ105R

Ennovate Cervical pouzdro pro okcipitalni vrtak/zavitnik
6mm/8mm Srouby SZ106R

Ennovate Cervical pouzdro pro okcipitalni
10mm/12mm Srouby SZ107R

Ennovate Cervical pouzdro pro okcipitalni
14mm/16mm Srouby SZ108R

Ennovate Cervical okcipitalni momentovy kli¢ SZ109R
Ennovate Cervical okcipitalni protimomentovy kli¢ SZ110R

vrtak/zavitnik

vrtak/zavitnik

Ennovate Cervical okcipitalni Sroubovak SZ111R
Ennovate Cervical odstranovac okcipitalnich Sroubt SZ112R
Ennovate Cervical dfik odstrafovace okcipitalnich Sroubl SZ113R

pro

pro

pro

Nastroje pro fixaci v okcipitalni oblasti — nastroje Occipital Access
16 Ennovate Cervical Occipital Access - pouzdro pro vrtak/zavitnik

17

18

19
20

21

22

23

@ 4,5 mm SZ114R

Ennovate Cervical Occipital Access - pouzdro pro vrtak/zavitnik

@ 55 mm SZ115R

Ennovate Cervical Occipital Access - nastroj s Sikmym ozubenym pre-

vodem SZ116R

Ennovate Cervical Occipital Access - koncovka Sroubovaku SZ123SU

Ennovate Cervical Occipital Access - sada hloubkovych dorazi (6 mm

az 16 mm) SZ119SU

Ennovate Cervical Occipital Access - koncovky pro 4,5mm Srouby

(vrtaky a zavitniky) SZ120SU

Ennovate Cervical Occipital Access - koncovky pro 55mm Srouby

(vrtaky a zavitniky) SZ121SU
Svorka hadice, vroubkované celisti AN912R

Relativni velikost pFistroji nemusi nutné odrazet jejich velikost ve skute¢-
nosti.

Vlyobrazeni v tomto dokumentu jsou jen schematicka a mohou se od sku-
teéného produktu odliSovat.
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1. K tomuto dokumentu

Upozornéni

VSeobecnd rizika chirurgického zdkroku nejsou v tomto ndvodu k pouZiti
popsdna.

1.1 Oblast pouziti

Tento navod k pouziti plati pro nastroje Ennovate Cervical pro fixaci
v okcipitalni oblasti.

Upozornéni

Prislusné oznaceni CE pro vyrobek je uvedeno na etiketé nebo na obalu
vyrobku.

» Navod k pouziti specificky pro vyrobek a informace o materialové sna-
Senlivosti a Zivotnosti najdete v dokumentu B. Braun elFU na adrese
eifu.bbraun.com

1.2 Vystrazna upozornéni

Vlystrazna upozornéni poukazuji na rizika pro pacienta, uZivatele a/nebo
vyrobek, ktera mohou vzniknout béhem pouzivani vyrobku. Vystrazna upo-
zornéni jsou oznacena nasledujicim zplisobem:

/\ NEBEZPECI
Oznaduje mozné hrozici nebezpeéi. Pokud mu neni zabranéno, muze

/\ VAROVANI

Oznaéuje mozné hrozici nebezpeéi. Pokud mu neni zabranéno, muze
mit za nasledek lehka nebo stfedné zranéni.

A\ POZOR

Oznacuje mozné hrozici vécné skody. Pokud tomu neni zabranéno,
nasledkem muze byt poskozeni vyrobku.

2. Klinické pouziti
2.1  Popis vyrobku

Nastroje pro fixaci v okcipitalni oblasti — Straight a Occipital Access
Operacni technika provadéna pomoci nastroji pro fixaci v okcipitalni
oblasti - nastroje Straight je popsana v astech s nazvem 'Nastroje
Straight'.

Pro pacienty s hrbem v oblasti hrudni patefe je k dispozici nastroj s Sikmym
ozubenym prevodem, ktery Ize pouZit k vrtani, fezani zavitl a zaSroubovani
Sroubd. Integrovany posunova¢ umoZiuje pfenos energie na pracovni
konec tak, aby pfiprava otvor( a Sroubovani probihaly hladce i za obtiz-
nych okolnosti. Operacni technika je popsana dale v ¢astech s nazvem
‘Nastroje Occipital Access'.

2.2 Oblasti pouziti a omezeni pouziti

2.2.1  Urceni ucelu

Nastroje Ennovate Cervical pro fixaci v okcipitalni oblasti se pouZivaji
k implantaci okcipitalnich implantat( systému Ennovate Cervical. Indikace
a kontraindikace jsou popsany v navodu k pouziti implantatd
EnnovateCervicalTAO15777.

2.2.2 Indikace
Upozornéni

Za pouZiti vyrobku v rozporu s uvedenymi indikacemi a/nebo popsanymi
zpuisoby pouziti vyrobce nenese odpovédnost.

Pro indikace, viz Uréeni tcelu.

2.2.3 Kontraindikace
Kontraindikace viz viz Uréeni ucelu.
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2.3  Bezpecnostni pokyny
2.3.1  Klinicky uzivatel

Vseobecné bezpecénostni pokyny

Aby se predeslo Skodam v dlsledku neodborné pfipravy a aplikace a nebyl

ohroZen narok na zaruku:

» PouZivejte vyrobek pouze podle pokynl uvedenych v tomto navodu
k pouziti.

» Respektujte bezpeénostni informace a pokyny k provozni udrzbg.

» \/yrobek a pfislusenstvi mohou pouzivat vyhradné osoby s patficnym
vzdélanim, znalostmi a zkusenostmi.

» Novy vyrobek z vyroby ¢i nepouZity vyrobek skladujte na suchém, Cis-
tém a chranéném miste.

» Pred pouzitim vyrobek zkontrolujte na funkénost a bezchybny stav.

» Navod k pouZiti uchovavejte na misté pfistupném pro uZivatele.

Upozornéni

UZivatel je povinen vSechny zdvazné uddlosti, které vznikly v souvislosti
s vyrobkem nahldsit vyrobci a kompetentnimu ufadu stdtu, ve kterém md
uZivatel sidlo.

Pokyny k operaénim zakrokum

UzZivatel nese zodpovédnost za odborné provedeni operacniho zakroku.
Pfedpokladem pro Uspé3né pouzivani tohoto vyrobku je patfiéné klinické
vzdélani i teoretické a praktické zvladnuti potfebnych operacnich technik,
v€etn€ pouzivani tohoto vyrobku.

UzZivatel je povinen vyzvednout si informace u vyrobce, pokud existuje
nejasna predoperacni situace ohledné pouziti vyrobku.

2.3.2  Vyrobek

Bezpecnostni pokyny specifické pro vyrobek

Tento navod k pouZiti popisuje pouze specifika fixace v okcipitalni oblasti
pomoci systému Ennovate Cervical. Informace o okcipitalnich implanta-
tech systému Ennovate Cervical a o zakladni technice Ennovate Cervical
najdete v nasledujicich dokumentech:

Kat. ¢. Oznaéeni

TA015777 NAVOD K POUZITi PRO SYSTEM IMPLANTATU
ENNOVATE PRO POSTERIORNI, OKCIPITALNI, KRCNi
A HRUDNI STABILIZACI

TA015763 NAVOD K POUZITi ZAKLADNiCH NASTROJU ENNOVATE
CERVICAL

TA015755 NAVOD K POUZITI ZASOBNiKU ENNOVATE CERVICAL

003102 ENNOVATE CERVICAL - OPERACNI TECHNIKA

003202 ENNOVATE CERVICAL NAVIGACE - OPERACNI TECH-

NIKA

» Kombinujte spole¢né pouze vyrobky Aesculap.
» Pouzivejte pouze nastroje a pfislusenstvi Aesculap Ennovate.
» Pfi ukladani instrumentu se fidte grafickou $ablonou/$ablonou v baleni.

Nastroje mohou spadnout in situ nebo na podlahu!
Rukojeti se mohou béhem pouzivani uvolnit!
» Zkontrolujte pevnost spojovacich rukojeti na nastrojich.

Poranéni michy, nervovych kofen( a cév v ddsledku prorazeni kortikalis pfi

chybné aplikaci!

» Nastroje a polyaxialni Srouby nastavujte a zavadéjte pouze pod rentge-
novou kontrolou nebo za pouziti navigacniho systému.
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2.3.3 Sterilita

Nesterilni, opakované pouzitelné vyrobky
Kat. ¢. Oznaceni

Nastroje Straight

SZ004R Ennovate Cervical T-rukojet

FWO090R Ennovate Cervical ohybaci kleSté na okcipitalni dlahy

SZ101R Ennovate Cervical drzak okcipitalni dlahy

SZ104R Ennovate Cervical okcipitalni zavitnik @ 4,5 mm

SZ105R Ennovate Cervical okcipitalni zavitnik @ 5,5 mm

SZ106R Ennovate Cervical pouzdro pro okcipitalni vrtak/zavitnik
pro 6mm/8mm Srouby

SZ107R Ennovate Cervical pouzdro pro okcipitalni vrtak/zavitnik
pro 10 mm/12 mm Srouby

SZ108R Ennovate Cervical pouzdro pro okcipitalni vrtak/zavitnik
pro 14 mm/16 mm Srouby

SZ109R Ennovate Cervical okcipitalni momentovy kli¢

SZ110R Ennovate Cervical okcipitalni protimomentovy kli¢

SZ111R Ennovate Cervical okcipitalni Sroubovak

SZ112R Ennovate Cervical odstrafovac¢ okcipitalnich Sroubl

SZ113R Ennovate Cervical dfik odstranovace okcipitalnich

Sroubd

Nastroje Occipital Access

SZ114R Ennovate Cervical Occipital Access - pouzdro pro
vrtak/zavitnik & 4,5 mm

SZ115R Ennovate Cervical Occipital Access - pouzdro pro
vrtak/zavitnik & 5,5 mm

SZ116R Ennovate Cervical Occipital Access - nastroj s Sikmym
ozubenym prevodem

AN912R Svorka hadice, vroubkované cCelisti

» Novy vyrobek dodany od vyrobce po odstranéni transportniho obalu a
pfed prvnim pouZitim zkontrolujte, zda spravné funguje a je v fadném
stavu.

Vyrobek se dodava v nesterilnim stavu

» Novy vyrobek po odstranéni prepravniho obalu a pred prvni sterilizaci
vyCistéte.

Nesterilni vyrobky k jednorazovému pouziti

Kat. ¢. Oznaceni
SZ102R Ennovate Cervical okcipitalni vrtak @ 2,9 mm
SZ103R Ennovate Cervical okcipitalni vrtak @ 3,9 mm

Vyrobek je dodavan nesterilni.

» Novy vyrobek po odstranéni pfepravniho obalu a pred prvni sterilizaci
dikladné vycistéte.

» \/yrobek nepouzivejte opakované.



Sterilni vyrobky k jednorazovému pouziti
Kat. ¢. Oznaceni

Nastroje Straight

SZ102SU Ennovate Cervical okcipitalni vrtak & 2,9 mm

SZ103SU Ennovate Cervical okcipitalni vrtak & 3,9 mm

Nastroje Occipital Access

SZ123SU Ennovate Cervical Occipital Access - koncovka Sroubo-
vaku

SZ119SU Ennovate Cervical Occipital Access - sada hloubkovych
dorazl (6 mm - 16 mm)

SZ120SU Ennovate Cervical Occipital Access - koncovky pro
4,5mm 3rouby (vrtaky a zavitniky)

SZ121SU Ennovate Cervical Occipital Access - koncovky pro

5,5mm 3Srouby (vrtaky a zavitniky)

Vyrobek byl sterilizovan ozafenim a je dodavan ve sterilnim obalu.

» Nepouzivejte nikdy vyrobek z otevieného nebo poskozeného sterilniho
baleni.

» \iyrobek po uplynuti doby pouZitelnosti jiz nepouzivejte.
» \lyrobek nepouZivejte opakované.
Predsteriliza¢ni pfiprava vyrobku ma na funkénost negativni vliv. Znedis-

téni a/nebo omezeni funkénosti vyrobkd muize vést k Girazu nebo onemoc-
néni a nasledkem muaze byt smrt!

» \lyrobek predsterilizaéné nepfipravujte.

3. Pouziti

Upozornéni
VSechny rukojeti a uchopovaci plochy jsou Sedé. \/Sechny oviddaci prvky,

které jsou ovldddny béhem operace, maji zlatou barvu. VSechny rukojeti

momentového klice jsou fialové.

3.1  Bezpecna obsluha

/\ VAROVANI

Nebezpeéi urazu a/nebo nespravného fungovani!

» Vyrobek pred kazdym pouzitim prohlédnéte, zda na ném nejsou
volné, deformované, rozlomené, popraskané nebo chybéjici dily.

» Pred kazdym pouzitim proved'te funkéni zkousku.

/\ VAROVANI
Nebezpedi zranéni pro pacienta poskozenymi nastroji!
Nastroje Ennovate Cervical jsou pfesné a snadno se poskodi.

» S nastroji Ennovate Cervical zachazejte s maximalni opatrnosti.
» Nastroje neopravujte ani neupravujte (nap¥. nepfibrusujte jejich
hroty). V pfipadé poruchy je odeslete do technického servisu

Aesculap.

3.2  Predoperacni planovani

Aby byl zajistén bezpeény postup, doporucuje se méfit tloustku okcipitalni
kosti pomoci CT nebo jinymi vhodnymi zobrazovacimi metodami. Tloustka
uréuje délku okcipitalnich Sroub0, které budou pozdgji implantovany.

3.3  Ovérte velikost/obrysovou dlahu

/\ NEBEZPEC

Nebezpeéi poranéni v disledku poskozenifzlomeni dlahy v pfipadé
nespravného ohnuti!

» Dlahu ohybejte pouze pomoci uréenych ohybacich klesti.
» Dlahu neohybejte zpét.
» Zabraiite silnym zakfivenim, vzniku vrubl nebo poskrabani dlahy.

/\ POZOR
Pokud je dlaha pfilis ohnuta, nelze ji spravné upevnit do drzaku dlahy.
» Dlahu neohybejte o vice nez 15 stupiil.

A\ POZOR

Deformace otvord muze narusit spravné zajisténi Sroubl v téchto
otvorech.

» Otvory nedeformujte ohybacimi kleStémi.
» Dlahu ohybejte pouze v oblasti laserem vyznacenych ¢ar.

» Velikost a provedeni dlahy volte podle anatomie pacienta.
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Obr. 1

» Vlytvarujte dlahu v oblasti laserem vyznaéenych ¢ar pomoci ohybacich

klesti na okcipitalni dlahy 2 (FWO9OR), viz Obr. 1.

- Vlozte dlahu do klesti k ohybani dlah 2. Ujistéte se, ze je dlaha
spravné umisténa (prahyb a ohybacich klesti na dlahy musi byt apli-
kovan na laserem vyznacené ¢ary dlahy).

- Stisknéte rukojeti b ohybacich klesti na dlahy k sobé, aby se dlaha
vytvarovala. V pfipad€ potreby upravte vzdalenost mezi rukojetmi
otocenim knofliku c.
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3.4  Umisténi dlahy
K usnadnéni umisténi okcipitalni dlahy slouzi drzak dlahy 3 (SZ101R).

Obr. 2

» \lyrovnejte dlahu v drzaku dlahy 3 licem dolG tak, aby bylo mozné poz-
déji sevfit do drzaku dlahy vrtaci Sablonu, viz Obr. 2.

» Zacvaknéte rameno paky a.

3.5  Vrtani otvoru pro Sroub

/\ NEBEZPECI

Nebezpedi poranéni pfi vyvrtani pfilis hlubokého nebo mélkého otvoru!
» Vrtak nebruste, protoze by byla hloubka vrtani nepfesna.

» Je-li vrtak tupy, nahrad'te ho novym.

» Na predoperacnich snimcich zkontrolujte hloubku okcipitalni kosti.
» Postupujte opatrné, abyste zabranili poskozeni dury.

» Délky vrtaki vzdy kontrolujte s pouzitim vodiciho pouzdra: Zasunte
pozadovany vrtak az na doraz do pouzdra a zkontrolujte délku
vrtaku pomoci posuvného méfidla.

Upozornéni
Vrrtdni Ize provddét pod rentgenovou kontrolou.

/\ NEBEZPECI
Nebezpedci poranéni pfi vyvrtani nespravné umisténého nebo p¥ilis hlu-
bokého otvoru!

Nebezpeéi poranéni (nestabilni dlaha) v dusledku otvoru, ktery neni
kolmy k dlaze.

Nutna revize nebo prodlouzeni operace, pokud neni otvor vyrovnan
s otvorem v dlaze.

» K vrtani pouzivejte vrtaci Sablonu.

/\ NEBEZPEC!
Nebezpedi poranéni a poskozeni vrtaku vysokymi otackami vrtaku!
» Presvédcte se, Ze jsou nastaveny vhodné otacky pro danou aplikaci.
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Vzhledem k tomu, Ze je tloustka kosti nejvy3si v misté EOP (vnéjsi okcipi-
talni vyénélek), doporucuje se umistit prvni $roub do EOP do stfedové linie
okcipitalni kosti.

Upozornéni

Doporuduje se pfipravit prvni otvor (véetné vyfezdni zdvitu) a zavést prvni
Sroub pred implantaci ostatnich Sroubd. Prvni Sroub drzi dlahu na misté
béhem vrtdni a fezdni zdviti pro dalsi otvory.

» Kvrtani otvorl vzdy pouZivejte vrtaci Sablonu. Tim se zajisti, Ze budou
otvory vyvrtany na spravném misté a do spravné hloubky. Sablona také
pomaha pfi vyrovnani vrtaku kolmo na dlahu, cozZ je nezbytné pro sta-
bilni fixaci dlahy.

Obr. 3

Upozornéni

Pouzdra pro vrtdk/zdvitnik 8/9/10 (SZ106R/SZ107R/SZ108R) and 16/17
(SZ114R/SZ115R) Ize pripnout k drzdku dlahy3 (SZ101R) v mistéa, aby
bylo moZné snadnéji uchopit drZdk okcipitdini dlahy a pouzdro pro okcipi-
tdini vrtdk/zdvitnik jednou rukou.

» Pro potvrzeni hloubky pfipraveného otvoru pouZijte sonar SZ066R.

3.5.1 Nastroje Straight

/\ NEBEZPEC

Nebezpeéi poranéni nebo poskozeni okcipitalni kosti (vedouci ke Spat-
nému ukotveni Sroubu) v dusledku vyvrtani pFilis Sirokého otvoru!

» Ujistéte se, Ze jste vybrali spravny vrtak. Zkontrolujte barevné
kddovani.

/\ NEBEZPEC

Nebezpeéi poranéni dury, nervovych kofenu a cév v dusledku vyvrtani
pfilis hlubokého nebo pfilis mélkého otvoru!

» Ujistéte se, Ze jste zvolili spravné pouzdro vrtaku/zavitniku. Zkont-
rolujte laserovou znacku, ktera udava hloubku vrtani na kazdém
pouzdre.

Doraz vrtakd je barevné oznacen tak, aby odpovidal barvam hlav Sroub.:
W Vrtak @ 2,9 mm 4 (SZ102SU/SZ102R) pro srouby & 4,5 mm (zlaté)
W Vrtak @ 3,9 mm 5 (SZ103SU/SZ103R) pro Srouby & 5,5 mm (modré)



Vrtak Ize pohanét pomoci motorového systému a malého vrtaciho nasadce
Aesculap AO (GB623R).

K dispozici jsou tfi pouzdra pro vrtak pro rGzné hloubky vrtani. Dva konce
téhoz pouzdra pro rizné hloubky:

B Pouzdro pro vrtak/zavitnik 8 (SZ106R) pro Srouby 6 mm/8 mm
B Pouzdro pro vrtak/zavitnik 9 (SZ107R) pro Srouby 10 mm/12 mm
B Pouzdro pro vrtak/zavitnik 10 (SZ108R) pro Srouby 14 mm/16 mm

Obr. 4

» Zvolte pouzdro podle poZadované hloubky vrtani.

» Zasunte pozadovany vrtak aZ na doraz do pouzdra a zkontrolujte délku
vrtaku pomoci posuvného méfidla (napf. AA845R).

» Umistéte pouzdro 8/9/10 do drzaku dlahy 3, viz Obr. 4. Ujistéte se, ze
je pouzdro umisténo drazkou smérem nahoru (Ize ji pouzit k zasunuti
svorky drzaku dlahy). Zuby pouzdra pro vrtak by se mély dotykat kosti.

» Zasufite vrtak 4/5. Zkontrolujte, zda vrtak je vrtak umistén kolmo
k okcipitalni dlaze.

» Vrtejte, dokud nedosahnete hloubkového dorazu.

3.5.2 Nastroje Occipital Access

/\ NEBEZPEC

Nebezpeéi poranéni nebo poskozeni okcipitalni kosti (vedouci ke Spat-
nému ukotveni Sroubt) v dusledku vyvrtani pfilis Sirokého otvoru!

» Ujistéte se, Ze jste vybrali spravny vrtak. Zkontrolujte barevné
kodovani (zlata pro @ 4,5 mm, modra pro & 5,5 mm).

/\ NEBEZPECI
Nutna revize nebo prodlouzeni operace, pokud neni otvor vystfedén!
» K vrtani pouZivejte pouze vrtaci konec pouzdra pro vrtak/zavitnik.

/\ NEBEZPEC

Nebezpeéi poranéni dury, nervovych kofenu a cév v dusledku vyvrtani
prilis hlubokého nebo pFilis mélkého otvoru!

» Ujistéte se, Ze pouzivate spravny hloubkovy doraz. Zkontrolujte
laserovou znac¢ku, ktera udava hloubku vrtani na kazdém hloubko-
vém dorazu.

/\ NEBEZPEC

Nebezpeéi poranéni pacienta v dusledku nespravného pFipojeni vrtaci
koncovky nebo hloubkového dorazu!

» Zkontrolujte, zda je vrtak a hloubkovy doraz spravné pfipojen.

A\ POZOR

ProdlouZeni operace v disledku upadnuti vrtaku z nastroje s Sikmym
ozubenym prevodem!

» Dbejte na to, aby se vrtak pfi odstranovani z kosti neotacel.

/\ PozOR

Prodlouzeni operace!

» Pokud vrtak uvizne v kosti, pfipevnéte jej zpét k nastroji s Sikmym
ozubenym pfevodem.

K dispozici jsou dvé vrtaci koncovky a dvé pouzdra vrtaku:

W Vrtadk 21 (SZ120SU) a pouzdro pro vrtak 16 (SZ114R) pro Srouby
@ 4,5 mm (zlatd)

W Vrtak 22 (SZ121SU) a pouzdro pro vrtak 17 (SZ115R) pro Srouby
& 5,5 mm (modra)

Pouzdra pro vrtaky/zavitniky jsou oboustranna s jednim koncem pro vrtani
a druhym pro fezani zavitl.

Vrték Ize pohanét pomoci motorového systému a Sestihranného vrtaciho
nasadce Aesculap (napf. GB886R). K dispozici je sada hloubkovych
doraz(i 20 (SZ119SU) pro rizné hloubky vrtani. Hloubkové dorazy jsou
uréeny pro vrtani do hloubky od 6 mm do 16 mm.

18
21/22 20

b

18
¢

20

—21/22

Obr. 5

» Pfipojte motorovy systém k nastroji s Sikmym ozubenym pfevodem 18
(SZ116R).

» Pfipojte vrtaci koncovku 21/22 o zvolené velikosti k nastroji se sikmym
ozubenym prevodem, viz Obr. 5. Je mozné pouZit klesté. Zkontrolujte,
zda je vrtaci koncovka zcela zasunuta.

» Zvolte hloubkovy doraz odpovidajici pozadované hloubce vrtani ze sady
hloubkovych dorazl 20. Ujistéte se, Ze jste zvolili spravny hloubkovy
doraz. Zkontrolujte laserovou znacku na hloubkovych dorazech.

» Zasunte hloubkovy doraz pres koncovku. Zkontrolujte, zda se nevraci
zpét. K pfipevnéni dorazu k nastroji s Sikmym ozubenym prevodem lze
pouzit klesté.
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Obr. 6

» Zvolte vhodné pouzdro pro vrtdk 16/17. Pro vedeni vrtaku pouzivejte
pouze vrtaci konec pouzdra pro vrtak/zavitnik.

» Zasunte pozadovany vrtak aZ na doraz do pouzdra a zkontrolujte délku
vrtaku pomoci posuvného méfidla (napf. AA845R), jak je znazornéno na
levé stran€ obrazku, viz Obr. 6.

» Umistéte pouzdro 16/17 do drzaku dlahy 3 (SZ101R). Ujistéte se, Ze je
pouzdro umisténo drazkou smérem nahoru (Ize ji pouzit k zasunuti
svorky drzaku dlahy). Zuby pouzdra pro vrtak by se mély dotykat kosti.

» Upravte uhel rukojeti b pro optimalizaci pfenasené sily, viz Obr. 5:
- Otacejte koleckem ¢, dokud nebude dosazen spravny uhel.
- Upevnéte kole¢ko otacenim po sméru hodinovych ruéicek.

» Vrtejte spuSténim motorového systému a vynalozenim sily na rukojet b.
Zajistéte, aby byl dfik a nastroje s Sikmym ozubenym pfevodem drZzen
rovnobézné s okcipitalni dlahou, viz Obr. 6.
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3.6  Vyfezani zavitu zavitnikem

/\ NEBEZPECI

Nebezpeéi poranéni pfi vyvrtani pFilis Sirokého otvoru (nestabilni

dlaha)!

Nutna revize pfi uvolnéni Sroubl nebo zlomeni kosti!

Poskozeni nebo zlomeni nastroju!

» Pfi zasroubovani a vySroubovani drzte zavitnik axialné k priprave-
nému otvoru. Pfitom se vyhnéte paceni, ohybani a vyvijeni pfilis
velké sily.

» Ujistéte se, Ze pouzivate spravnou velikost zavitniku. Zkontrolujte
barevné kodovani a laserové znaceni.

/\ NEBEZPECI
Nebezpeéi poranéni v dusledku vrtani na nespravném misté &i do pFilis
velké hloubky!

Nebezpeéi poranéni (nestabilni dlaha) v dusledku otvoru, ktery neni
kolmy k dlaze!

Nutna revize nebo prodlouzeni operace, pokud neni otvor vyrovnan
s otvorem v dlaze!

» K vyFezavani zavitl pouZivejte Sablonu pro zavitnik.

/\ NEBEZPECI

Nebezpedi poranéni tkané resp. strzeni zavitu v kosti pfi zavadéni

zavitniku!

» P¥i aplikaci zavitniku vZdy zkontrolujte, zda se zavitnik spravné
zasunuje.

/\ NEBEZPEC

Nebezpeéi poranéni dury, nervovych kofeni a cév v dusledku vyvrtani

prilis hlubokého, pFilis mélkého nebo nespravné umisténého otvoru!

» Ujistéte se, Ze jste zvolili spravné pouzdro zavitniku. Zkontrolujte
laserovou znacku, ktera udava hloubku fezani zavitu na kazdém
pouzdre.

PFi fezani zavitu vzdy pouzivejte pouzdro. Tim se zajisti, ze bude zavit
v otvoru vyfezan na spravném misté a do spravné hloubky. Sablona také
pomaha pfi vyrovnani zavitniku kolmo na dlahu, coZ je nezbytné pro sta-
bilni fixaci dlahy.

3.6.1 Nastroje Straight

Zavitniky jsou barevné oznaceny tak, aby odpovidaly barvam hlav Sroubl:
W Zavitnik 6 (SZ104R) pro srouby & 4,5 mm (zlaty)

B Zavitnik 7 (SZ105R) pro Srouby & 5,5 mm (modry)




Rovnou rukojet s ra¢nou a (SZ001R) Ize pfesunout do nasledujicich poloh
otacenim objimky rukojeti, jak je znazorn€no na pravé strané€ obrazku, viz
Obr. 7:

W Doptedu (IN): pro fezani zavitu

W Zablokovano (e): blokuje ra¢nu

B Zpét (OUT): k odstranéni zavitniku z kosti

» Ponechte pevné pouzdro pro okcipitalni vrtak/zavitnik 8/9/10

(SZ106R/SZ107RSZ108R/) na misté pro fezani zavitl v pfedvrtaném
otvoru.

Viyberte pFislusny zavitnik.

» Nasadte zavitnik 6/7 na rovnou rukojet s ra¢nou a (SZ001R), jak je
znazornéno na levé strané obrazku, viz Obr. 7:

- Nasunte rukojet a aZ nadoraz do Sestihranného pfipojeni zavitniku.

- Zarovnejte nastaveni rotace 'IN' s laserem vyznacenou linii (nebo je
nechte zablokované, aby se zablokovala racna).

» Zavitnik umistéte na pfedem pfipraveny vstupni bod a vyfezejte zavit
otaéenim po sméru hodinovych ruéi¢ek do pozadované hloubky pfi sou-
¢asném zachovani odpovidajici trajektorie, jak je znazornéno na pravé
strané obrazku, viz Obr. 7. Zavitnik drzte kolmo k okcipitalni dlaze, viz
Vrtani otvoru pro Sroub.

» Zarovnejte nastaveni rotace 'OUT' s laserem vyznacenou linii (nebo je
nechte zablokované, aby se zablokovala rac¢na).

» ViySroubujte zavitnik proti sméru hodinovych rucicek.
» Uvolnéte zavitnik z rukojeti zataZzenim za ¢erné pouzdro b.

» Pred umisténim okcipitalnich Sroubl odstrante okcipitalni pouzdro pro
vrtak/zavitnik.

v

3.6.2 Nastroje Occipital Access

/\ NEBEZPEC

Nebezpeéi poranéni dury, nervovych kofenu a cév v dusledku vyvrtani
prilis hlubokého nebo pFilis mélkého otvoru!

» Ujistéte se, ze jste zvolili spravny hloubkovy doraz. Zkontrolujte
laserovou znacku na hloubkovém dorazu.

» Zajistéte, aby byl doraz

/\ POZOR

ProdlouZeni operace v dusledku pouZiti nedostateéné sily k vyfezani
zavitu!

» Pfizpusobte rukojet pro optimalizaci pFenasené sily.

Zavitofezné koncovky jsou barevné oznaceny tak, aby odpovidaly barvam
hlav Sroub0.:

B Zavitofezna koncovka 21 (SZ120SU) pro Srouby & 4,5 mm (zlatd)

B Zavitofezna koncovka 22 (SZ121SU) pro Srouby & 5,5 mm (modra)

18 21/22 20

Obr. 8

» Otocte pouzdro pro vrtak/zavitnik 16/17 (SZ114R/SZ115R) tak, aby
strana se zavitnikem byla spojena s okcipitalni dlahou, jak ukazuje leva
strana obrazku, viz Obr. 8. Ujistéte se, Ze je pouzdro umisténo drazkou
smérem nahoru (Ize ji pouzit k zasunuti svorky drzaku dlahy). Zuby
pouzdra pro vrtak by se mély dotykat kosti.

» Zvolte pfislusnou koncovku zavitniku.

» Odstrafite hloubkovy doraz 20 (SZ119SU) a vrtaci koncovku 21/22
pomoci dodanych upinacich klesti 23 (AN912R):
- Upnéte vrtak klestémi.
- Jednou rukou zatahnéte za klest€, a zaroven zatlacte proti klestim
palcem druhé ruky, kterd drZi nastroj sSikmym ozubenym
prevodem 18.

» Pfipojte zavitofeznou koncovku 21/22 a hloubkovy doraz 20 k nastroji
s Sikmym ozubenym prevodem, jak je znazornéno na horni strané
obrazku, viz Obr. 8

» Upravte uhel rukojetib pro optimalizaci pfenasené sily: otacejte
kole¢kem ¢, dokud nebude dosazen spravny uhel. Upevnéte kolecko
otaenim po sméru hodinovych ruéicek, jak je znazornéno na pravé
strané obrazku, viz Obr. 8.

» Vyvrtejte zavit pouzitim T-rukojeti 1 (SZ004R) a plsobenim sily na
rukojet b, jak je zobrazeno na pravé strané obrazku, viz Obr. 8. Zajistéte,
aby byl dfik a nastroje s Sikmym ozubenym prevodem drzen rovnobézné
s okcipitalni dlahou, viz Vrtani otvoru pro Sroub.
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3.7  Zavedeni a zajisténi Sroubu

Vzhledem k tomu, Ze je tloustka kosti nejvy3si v misté EOP (vnéjsi okcipi-
talni vyénélek), doporuduje se umistit prvni Sroub do EOP do stfedové linie
okcipitalni kosti.

K dispozici jsou dva typy Sroubl::

m Srouby @ 4,5 mm (zlaté)

m Srouby @ 5,5 mm (modré) Jedna se o zalozni nebo nouzové Srouby pro
zlaté Srouby & 4,5 mm.

Provedeni Sroubovaku zajistuje fixaci a axialni vyrovnani Sroubu viéi Srou-
bovaku.

/\ VAROVANI

Nebezpeéi poranéni pacienta (nestabilni dlaha/riziko uvolnéni) nebo
prodlouZeni operace uvolnénim volné se otacejicich Sroubii nebo
nespravné zavedenych Sroubu!

» Zajistéte, aby byl Sroub do dlahy zasroubovan kolmo.
» Zasunte Sroub, dokud nebude upIné usazen.

» Vizualné zkontrolujte, zda Sroub spravné sedi.

» Srouby nadmérné nedotahujte.

/\ POZOR
ProdlouZeni operace!

Pokud Sroubovak neni zcela zasunut do Sroubu, mize dojit k poskozeni

Sroubu. Utahovaci moment nelze prenést!

» Zasuiite Sroubovak/koncovku Sroubovaku zcela do Sroubu.

» Pfi zasroubovani a vySroubovani drzte Sroubovak axialné k pfipra-
venému otvoru. Pfitom se vyhnéte paéeni, ohybani a velkému puso-
beni sily.

/\ PozOR

ProdlouZeni operace, pokud nejsou Srouby zasroubovany do stfedu

otvoru v dlaze.

» Otvor pro Sroub vzdy pFipravujte pomoci pouzdra pro vrtak/zavitnik.
Nevrtejte a nefezejte zavity bez pouzdra.

3.7.1  Nastroje Straight

Obr. 9
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» Pfipojte rovnou rukojet sracnoua (SZOO1R) na okcipitalni
Sroubovak 13 (SZ111R) zasunutim Sestihranné ¢asti diiku unasece az
na doraz do spojky rukojeti b.

» Zarovnejte nastaveni rotace 'IN' s laserem vyznaéenou linii (nebo je
nechte zablokované, aby se zablokovala rac¢na).

» \lyzvednéte Sroub pomoci okcipitalniho Sroubovaku 13, jak je znazor-
néno na levé stran€ obrazku, viz Obr. 9.

» Zasunte okcipitalni Srouby pomoci okcipitalniho Sroubovaku, jak je zna-
zornéno na pravé strané obrazku, viz Obr. 9. Sroubovak drite kolmo
k okcipitalni dlaze. Vizualné zkontrolujte, zda Sroub spravné sedi. Stadi
pevné zaaretovat okcipitalni Srouby v dlaze pomoci okcipitalniho Srou-
bovaku.
Neutahujte Srouby pfilis, aby nedoslo k jejich volnému protaceni.

3.7.2 Nastroje Occipital Access

18 19

Obr. 10

» Odstranite hloubkovy doraz a koncovku zavitniku z nastroje s Sikmym
ozubenym prevodem 18 (SZ116R) pomoci dodanych klesti 23, viz
Nastroje Occipital Access.

» Pfipevnéte Sroubovaci koncovku 19 (SZ123SU) a pfislusny okcipitalni
Sroub a dle vyobrazeni na levé strané obrazku, viz Obr. 10.

» Zasunte okcipitalni Sroub a. Zajistéte, aby byl dfik b nastroje s Sikmym

ozubenym prevodem 18 drzen rovnobézné s okcipitalni dlahou.

Vizualné zkontrolujte, zda Sroub spravné sedi.

Stadi pevné zaaretovat okcipitalni Srouby v dlaze pomoci nastroje

s Sikmym ozubenym prevodem a Sroubovaci koncovky. Neutahujte

Srouby pfilis, aby nedoslo k jejich volnému protaceni.

Po umisténi obou stfedovych Sroubl odstrarite drzak dlahy 3 (SZ101R).

» Umistéte zbyvajici Srouby, viz Vrtani otvoru pro 3roub, viz Vyfezani
zavitu zavitnikem.
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3.8  Zasunuti tyce

/\ POZOR

ProdlouZeni operace!

» Aby nedoslo k nespravné fixaci stavéciho Sroubu, dbejte na to, aby
ohyb tyce nebyl p¥ilis blizko objimek okcipitalni dlahy.

K pfipojeni okcipitalni dlahy ke kréni patefi Ize do objimek pro ty¢ vlozit

predem zahnuté ty¢e o @ 3,5 mm nebo & 4,0 mm.

» Zasunte ty¢ do objimek pro ty¢.

Ty€e je mozné dale ohnout a sefiznout, aby se pfizptisobily anatomii paci-

enta.

Obr. 11
Pro snadné&jsi umisténi ty¢i umoZnuji objimky ty¢i pfesunuti a otaceni, viz
Obr. 11.
K usnadnéni zavadéni tyce lIze v pfipad€ potfeby pouzit klesté na pfidrzo-
vani ty¢e (FWO76R). Dal3i informace o ohybani, fezani ty¢i a nasazovani

ty¢i naleznete v navodu k pouziti zakladnich nastroju Ennovate Cervical
(TA015763).

3.9 Zavadéni stavéciho Sroubu

/\ POZOR

Nutna intraoperacni revize!

Prodlouzeni operace!

Poskozeni implantatu a nastroju!

» Zaved'te stavéci Sroub spravné a uplné pomoci aplikatoru stavécich
$roubu.

» Zavadéci nastroj pro stavéci Srouby vZdy nasazujte axialné k hlavé
pedikularniho Sroubu a nenaklanéjte jej.

3.9.1 Nastroje Straight

Obr. 12

» Stavéci Sroub a zasSroubujte do zavitové ¢asti objimek ty¢e pomoci apli-
katoru stavécich Sroubl b (SZ069R/SZ068R), viz Obr. 12.

» Popripadé€ Ize k dorovnani tyce a zavedeni stavéciho Sroubu do objimek
tyce pouzit okcipitalni protimomentovy kli¢ 12 (SZ110R) nebo klesté k
pfidrzeni ty¢e (FWO76R).

3.9.2 Nastroje Occipital Access

Obr. 13

» Pripevnéte stavéci Srouba ke Sroubovaci koncovce 19 (SZ123SU)
nastroje s Sikmym ozubenym pfevodem 18 (SZ116R), viz Obr. 13.

» Zavedte stavéci Sroub do zavitové ¢asti objimek tyce b, viz Obr. 13.

Popfipadé Ize k dorovnani ty€e a zavedeni stavéciho Sroubu do objimek
tyée pouzit klesté k pfidrzeni tyce (FWO76R).

299



3.10 Dotahnéte stavéci Sroub

Tento krok je stejny pfi pouZiti nastroji Straight a nastroji Occipital
Access. Protimomentovy kli¢ je nutné pouZit, aby se predeslo pfimé apli-
kaci krouticiho momentu na patef pacienta a aby se zajistilo kolmé umis-
téni Sroubovaku, coz zjednodusuje spravné utazeni stavéciho Sroubu.

/\ NEBEZPECI

Poranéni pacienta v dusledku pusobeni vysokych silovych momenti na
pater!

» Vidy pouZivejte protimomentovy kli¢ 12 (SZ110R).

» Protimomentovy kli¢ 12 nasad'te vzdy zcela a spravné na objimku
tyce a zkontrolujte, zda zcela sedi na ty¢i.

» Drzte protimomentovy kli¢ 12 v poZadované poloze a neotacejte
jej. ani nevyklanéjte proti zasunuté tyci.

/\ VAROVANI

Riziko ztraty korekce / nedostateéné stabilizace oSetfované &asti
patefe v dusledku pFilis slabého utaZeni stavéciho Sroubu!

» Opérny Sroub nasad'te spravné.
» Zkontrolujte, zda jsou tyce spravné umistény na dné drazky.

» Zcela dotahnéte stavéci Sroub pomoci momentového klice 11
(SZ109R).

/\ VAROVANI
Nutna revize v dusledku poskozeni stavéciho Sroubu!

Poskozeni implantatu resp. instrumenti v dusledku pFili$ silného uta-

Zeni aretacniho Sroubu!

» Pro koneéné dotaZeni stavécich Sroubu pouzZivejte pouze momen-
tovy kli¢ 2,8 N-m 11.

» Pred kazdym pouzitim zkontrolujte termin rekalibrace a udrzby v
zaznamech o udrzbé momentové rukojeti.

» Zajistéte, aby hvézdicova koncovka momentového klice pfi utaho-
vani resp. uvolfiovani stavécich Sroubu zcela zapadla do vybrani sta-
véciho Sroubu.

» Utahovaci moment aplikujte pomalu a plynule do slysitelného
zaklapani momentové rukojeti.

/\ VAROVANI

Nedostateéna fixace resp. poskozeni implantatu pisobenim boénich

sil!

» Stavéci Srouby zatéZujte pfi utahovani nebo povolovani pouze axi-
alné.

» Pfi dotahovani nebo povolovani nevyvijejte na stavéci Srouby late-
ralni sily.

/\ VAROVANI

Nebezpedi prodlouzeni operace resp. nedostatecné stabilizace osetfo-
vané oblasti patefe v dusledku poskozeni Sroubu!

» Stavéci Sroub nepovolujte a neutahujte vice nez 3x.

/\ PozOR
Poskozeni protimomentového kli¢e 12 v dasledku nespravného pouziti!

» Protimomentovy kli¢ nasurnte vZdy na doraz pfes objimku. Pfitom
zajistéte, aby implantat zcela zapadl do drazky na pracovnim konci.

» Zajistéte, aby ty¢ vycnivala z obou stran protimomentového klice.
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Obr. 14

» Zkontrolujte, zda je okcipitalni momentovy kli¢ 11 (SZ109R) spravné
namontovan a zda je hvézdicova koncovka dobfe upevnéna.

» Pokud jesté neni umistén, nasufite protimomentovy kli¢ 12 (SZ110R)
pres objimku tyce, viz Obr. 14.

» Zasuite okcipitalni momentovy kli¢ 11 a rovnomérnym otacenim ve
sméru hodinovych ruéicek dotahnéte stavéci Sroub. Pfitom drzte okci-
pitaIni protimomentovy kli¢ 12. Ujistéte se, Ze se momentovym kli¢em
otadi hladce a bez trhavych pohybd.

Momentovy kli¢ 11 po dosazeni definovaného krouticiho momentu

(2,8 N'm) cvakne.

» Nepohybujte momentovym klicem zpét proti sméru hodinovych ruéi-
¢ek, dokud je stale zasunut do stavéciho Sroubu: pokud neni dosazen
stanoveny utahovaci moment po jednom oto¢eni momentovym kli¢em
ve sméru hodinovych rucicek, vytahnéte momentovy kli¢ 11 ze stavé-
ciho Sroubu a zasunte jej zp€t do polohy, ve které zahajite druhé kolo
utahovani ve sméru hodinovych rucicek.

Obr. 15

» Vizualné peclivé zkontrolujte, zda stavéci Sroub spravné sedi, viz
Obr. 15.
Stavéci Sroub se nachazi pod horni ¢asti objimky po zavére¢ném uta-
Zeni pfi pouziti ty¢e & 3,5 mm, jak je znazornéno na levé strané
obrazku, viz Obr. 15.
Stavéci Sroub se pfi pouZiti ty¢e & 4 mm nachazi v roviné s horni ¢asti
objimky, jak je znazornéno na pravé strané obrazku, viz Obr. 15.



3.11 Odstranéni implantata
3.11.1 Odstranéni Sroubl okcipitalni dlahy

/\ NEBEZPEC

Nebezpeéi poskozeni kortikélni okcipitalni kosti a/nebo okcipitalnich

kostnich dlah v dusledku poskozeni zavitu Sroubu pFi odstrafiovani

$roubd okcipitalnich dlah!

» Dfik pro vyjmuti Sroubu 15 vzdy uplné zasunte do zavitu okcipital-
niho $roubu a skrze nastroj na odstrafiovani Sroubu 14 pfedtim, nez
vySroubujete Sroub pomoci nastroje na odstrafiovani Sroubu.

/\ VAROVANI
Pokud pouZijete nadmérny moment, dfik odstranovace 15 praskne!

» P¥i zaSroubovavani d¥iku odstranovace nepouzivejte nadmérny
kroutici moment.

» Po upevnéni dfiku nepouzivejte dalsi kroutici moment.

Obr. 16

» Pfipevnéte odstrafiova¢ Sroubl 14 (SZ112R) k T-rukojeti 1 (SZ004R),
viz Obr. 16.
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Obr. 17

» Nasadte odstranovac Sroubl 14 axialné na okcipitalni Sroub, jak je
zobrazeno v horni ¢asti obrazku, viz Obr. 17.

» Zasufte dfik odstrafiovace Sroubl 15 (SZ113R) skrz T-rukojet 1 a ota-
Cejte zlatym knoflikem a ve sméru hodinovych rucicek, dokud nebude
upevnén tak, jak je znazornéno v horni &asti obrazku, viz Obr. 17.
Jakmile je upevnén, nepouzivejte zadny dalsi moment.

» V/ySroubujte Sroub otacenim T-rukojeti 1 proti sméru hodinovych ruci-
ek, jak je zobrazeno v dolni ¢asti obrazku, viz Obr. 17.

Drik pro vyjmuti Sroubu 15 vyvine napéti na Sroub, aby se béhem vyji-
mani aktivoval hrot pod hlavou Sroubu na okcipitalnim Sroubu
a uvolnila se dlaha.

3.11.2 Odstrante stavéci Srouby a polyaxialni Srouby

/\ NEBEZPECI

Poranéni pacienta v dusledku pisobeni vysokych silovych momenti na

pater!

» Vidy pouzivejte protimomentovy kli¢ 12.

» Protimomentovy kli¢ nasad'te vidy zcela a spravné na objimku tyce
a zkontrolujte, zda zcela sedi na tydi.

/\ VAROVANI

Nebezpedi prodlouzeni operace resp. nedostatecné stabilizace v
dusledku poskozeni Sroubu!

» Stavéci Sroub nepovolujte a neutahujte vice nez 3x.

/\ PozOR
Poskozeni momentového klice 11!
» PFi uvoliiovani Sroubu nepouzivejte nadmérny moment.

» Povolte stavéci Sroub pomoci momentového klice 11 (SZ109R) a proti-
momentového kli¢e 12 (SZ110R) otacenim rukojeti proti sméru hodi-
novych rucicek.

» Odstraiite polyaxidlni Srouby pomoci Sroubovaku s kulovym koncem
pro polyaxialni Srouby (SZ064R) resp. sroubovaku Ennovate Cervical pro
polyaxialni Srouby (SZ063R) pfipevnéného k rovné rukojeti s racnou
(SZ001R).

Odstranéni implantatu maze vést ke komplikacim v disledku uviznuti

implantatu, vristani kostni tkané atd. Takové komplikace mohou zplisobit

poskozeni implantati a/nebo nastroji.

V pfipadé komplikaci pfi odstrafovani ¢asti implantatu pouzijte specialni

nastroje, napf. sadu Cervical Revision, kterou si mlZete vyZzadat u spole¢-

nosti Aesculap.
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4. Validovana metoda upravy

4.1  Vseobecné bezpecénostni pokyny
Upozornéni

Dodrzujte ndrodni zdkonné pfedpisy, ndrodni a mezindrodni normy a smér-
nice a také vlastni hygienické pfedpisy pro upravu.

Upozornéni

U pacientu s Creutzfeldt-Jakobovou nemoci (CJN), podezienim na CIN nebo
jeji mozné varianty dodrzujte v otdzkdch upravy vyrobki aktudiné platné
ndrodni predpisy.

Upozornéni
Strojni upravu je zapotrebi kvili lepsimu a spolehlivéjsimu vysledku &isténi
upfednostnit pfed ru¢nim &isténim.

Upozornéni

Méjte na paméti, Ze uspéSnd uprava tohoto zdravotnického prostredku
miiZe byt zajiSténa pouze po pfedchozi validaci procest upravy. Zodpovéd-
nost za to nese provozovatel/subjekt provddéjici upravu.

Upozornéni

Pokud se neuskuteéni zdavéreénd sterilizace, je nutno pouZit virucidni desin-
fekéni prostredek.

Upozornéni

AktudlIni informace o pfipravé a sndSenlivosti materidlu naleznete také na
B. Braun elFU na adrese eifu.bbraun.com

Validovany postup parni sterilizace byl proveden v systému sterilizaéniho
kontejneru Aesculap.

4.2  Vseobecné pokyny

Zaschlé resp. ulpéné zbytky po operaci mohou €isténi zkomplikovat resp.
eliminovat jeho uéinnost a mohou vést ke korozi. Proto by neméla doba
mezi pouzitim a Upravou prekrocit 6 hodin a nemély by se aplikovat fixaéni
teploty k pfed¢isténi >45 °C a nemély pouzivat zadné fixacni desinfekéni
prostfedky (na bazi aldehydu nebo alkoholu).

Predavkovani neutralizaénich prostfedkl nebo zakladnich ¢isticich pro-
stfedkd miZe mit za nasledek chemické napadeni a/nebo vyblednuti a
vizualni nebo strojni necitelnost laserovych popiskl na nerezavéjici oceli.

U nerezavéjicich oceli vedou zbytky chldru nebo chloridl, napf. zbytky po
operaci, medikamenty, roztoky kuchynské soli, obsazené ve vodé k Cisténi,
desinfekci a sterilizaci, ke koroznim poskozenim (dilkova koroze, koroze po
mechanickém napéti) a tim ke zni¢eni vyrobkd. K odstranéni je zapotfebi
dostateény oplach demineralizovanou vodou s naslednym susenim.

V pfipadé potreby dosuste.

Smi se pouzivat pouze pfezkousené a schvalené procesni chemikalie (napf.

schvaleni VAH nebo FDA, popf. oznaceni CE) a doporucené vyrobcem che-

mikalie s ohledem na snasenlivost materiald. Veskeré pokyny k pouziti od
vyrobce chemikalie je nutno dlsledné dodrzovat. V opaéném pfipadé
mohou nastat nasledujici problémy:

B Optické zmény materidlu jako napf. vyblednuti nebo zmény barvy u
titanu a hliniku. U hliniku mGze dojit k viditelnym zménam na povrchu
jiz pfi hodnoté pH >8 aplika¢niho/hotového roztoku.

B PoSkozeni materialu jako napf. koroze, trhlinky, nalomeni, pfed¢asné
starnuti nebo bobtnani.

» K Cisténi nepouzivejte kovové kartace nebo jiné abrazivni prostredky,
které by mohly povrchy poskodit, protoZe jinak hrozi nebezpedi koroze.

» DalSi podrobné pokyny k hygienicky bezpe¢né op€tovné upravé Setrné
v0¢i materidlu a zachovavajici hodnoty viz na www.a-k-i.org Rubrika
"AKI-Brochures", "Red brochure".
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4.3  Vyrobky k jednorazovému pouziti
Seznam vyrobk{ na jedno pouziti viz Sterilita.
» \lyrobek nepouzivejte opakované.

Predsterilizaéni pfiprava vyrobku ma na funkénost negativni vliv. Zneéis-
téni a/nebo omezeni funkénosti vyrobkd muaze vést k Grazu nebo onemoc-
néni a nasledkem muze byt smrt!

» Sterilni vyrobky na jedno pouziti opakované nezpracovavejte.

OhroZeni moZnosti resterilizace pfi zne€isténi krvi, sekrety a kapalinami

v pribéhu operace!

» S vrtaky manipulujte pouze v novych rukavicich.

» UdrZujte Ulozné zasobniky pro odkladani vrtaki zakryté nebo zaviené.

» Ulozna zafizeni | zasobniky na vrtaky uchovavejte oddélené od zasob-
nikli na nastroje.

» Cisté vrtaky se nesmi Gistit spole¢né s kontaminovanymi vrtaky.

» Vrtaky zpracovavejte jednotlivé a oddélen€, pokud nejsou k dispozici
Ulozna zafizeni systému implantatd. Pritom dbejte na to, aby nedoslo k
poskozeni komponent implantatu.

» Intraoperativn€ zneciSténé vrtaky nepouzivejte opétovné.

4.4  Vyrobky k opakovanému pouziti

Seznam nastrojU, které Ize pouzivat opakované a které je nutno sterilizo-
vat pred kazdym pouzitim viz Sterilita.

Pro vyrobek neni stanoven zadny maximalni pocet pouziti a cykll predste-
rilizaéni pfipravy.

Zivotnost vyrobku je omezena poskozenim, béznym opotiebenim, typem a
dobou pouzivani, jakoZ i manipulaci, skladovanim a prepravou vyrobku.
Nejlep3i moznosti, jak rozpoznat jiz nefunkéni vyrobek, je pecliva vizualni
a funkéni kontrola pfed dalsim pouzitim viz Revize.

4.5 Priprava na misté pouziti

» V pfipadé potreby oplachnéte neviditelné povrchy pokud mozno demi-
neralizovanou vodou, napf. s pouZitim jednorazové stfikacky.

» Viditelné zbytky po operaci pokud moZno uplné odstraite vihkou, vlas
nepoustéjici utérkou.

» \lyrobek transportujte suchy v uzavienych prevoznich kontejnerech do
6 h k ¢isténi a desinfekci.

4.6  Priprava pred CiSténim

» Fixacni Srouby, které trvale spojuji komponenty, nedemontujte.
» \lyrobek pred ¢isténim rozeberte, viz Demontaz.

» Vyrobek s kloubem otevrete.



4.7 Demontaz

4.7.1 Ennovate Cervical ohybaci klesté na okcipitalni dlahy
(FW090R)

Obr. 18

» Povolte knoflik a a otacejte zavitem proti sméru hodinovych rucicek,
dokud nebude knoflik zcela odstranén, viz Obr. 18.

4.7.2  Ennovate Cervical okcipitalni momentovy kli¢ (SZ109R)

C C

Obr. 19

» V/ySroubujte kridlaty Sroub c ze zadni ¢asti hlavy klice, jak je znazor-
néno na levé strané obrazku, viz Obr. 19.

» Odstrafte hvézdicovou koncovku a z vnitfniho povrchu hlavy klice, jak
je znazornéno na pravé strané obrazku, viz Obr. 19.

Vnitfni povrch momentového kli¢e Ize rozpoznat pomoci dvou integro-
vanych Sroubd b.

» Davejte pozor, abyste hvézdicovou koncovku a a kfidlaty Sroub ¢
neztratili.

4.7.3 Drzak dlahy (SZ101R)

Obr. 20

» Zatlacte paku c upIn€ dozadu, viz Obr. 20.

4.7.4 Nastroj s Sikmym ozubenym pfevodem (SZ116R)

=1

Obr. 21

» Povolte zlaté kolecko c ota¢enim proti sméru hodinovych rucicek.
» Otacejte maticia proti sméru hodinovych ruéiéek a sejméte ji s
dfikem b. Dejte pozor, abyste matici a neztratili.

4.8 Cisténi/dezinfekce
4.8.1 Bezpecnostni pokyny k postupu predsterilizacni pFipravy spe-
cifické pro vyrobek
Riziko poskozeni nebo zniceni vyrobku nevhodnymi Cisticimi/dezinfeké-
nimi prostfedky a/nebo pfilis vysokymi teplotami!
» PouZivejte Cistici a dezinfekéni prostredky podle pokyni vyrobce
- schvalené pro plasty a uslechtilou ocel,
- které nenarusuji Ucinek zmék&ovacich pfisad (napt. v silikonu).
» Dodrzujte pokyny pro koncentraci, teplotu a dobu plisobeni.
» Neprekracujte dezinfekéni teplotu 95 °C.

» Pfi dekontaminaci mokrou cestou pouzivejte vhodné ¢istici/dezinfekéni
prostiedky. Pro zamezeni tvorby pé€ny a zhorSeni Ucinnosti procesni
chemie: Pred strojnim ¢isténim a dezinfekei vyrobek dikladné oplach-
néte pod tekouci vodou.

» V pfipadé pfitomnosti zbytki kosti, tkané nebo pomocnych latek (napf.
otiskovaci hmota, kostni cement): Viyrobek ru¢né pred¢istéte (Cisticim
kartacem).

» Pokud se vyrobky daji ve stroji nebo na ukladacich pomickach zafixovat
spolehlivé a z hlediska Cisténi spravné, je mozné tyto vyrobky Cistit a
dezinfikovat strojné.
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4.8.2

Validovany postup

Manualni ¢isténi a dezin-
fekce ponofenim
B AN912R

W SZ101R az SZ116R

Validovany postup Cisténi a dezinfekce

Zvlastnosti

Vhodny &istici kartacek

Jednorazova strikacka 20 ml

B Faze suseni: PouZijte utérku, ktera nepousti vlakna, nebo Iékafsky

stlageny vzduch

Reference

Kapitola Ruéni ¢isténi/dezinfekce a podkapi-

tola:

B Kapitola Ruéni ¢iSténi a desinfekce ponore-
nim

Ruéni gisténi ultrazvukem a
dezinfekce ponofenim

m FWO090R

B SZ004R

Strojni alkalické Cisténi a
tepelna dezinfekce

B AN912R

W SZ101R az SZ105R

m SZ109R

m SZ111R

m SZ113R

Ruéni predciSténi kartacem a
nasledné strojni alkalické
Cisténi a tepelna dezinfekce
W SZ106R az SZ108R

m SZ110R

m SZ112R

B SZ114R az SZ116R
Ruéni gisténi ultrazvukem a
kartacem a nasledné strojni

alkalické ¢isténi a tepelna
dezinfekce

m FWO90R
B SZ004R

B Vhodny ¢istici kartacek

M Jednorazova strikacka 20 ml

Faze suseni: PouZijte utérku, ktera nepousti vlakna, nebo lékarsky
stlaceny vzduch

Viyrobek polozte do zasobniku vhodného pro ¢isténi (dbejte na to, aby
byly pfistupné viechny povrchy).

Vyrobky umistéte do zasobniku s otevienymi zavésy.

B Vhodny Cistici kartacek

Jednorazova strikacka 20 ml

Vyrobek polozte do zasobniku vhodného pro ¢isténi (dbejte na to, aby
byly pfistupné viechny povrchy).

W Vyrobky umistéte do zasobniku s otevienymi zavésy.

SZ116R: Pripojte komponenty s lumeny a kanaly pfimo k proplacho-
vacimu portu injektorového voziku.

Jednorazova strikacka 20 ml

Vyrobek polozte do zasobniku vhodného pro ¢isténi (dbejte na to, aby
byly pfistupné viechny povrchy).

B Vyrobky umistéte do zasobniku s otevienymi zavésy.

SZ004R: Lumeny proplachujte ostfikovaci pistoli (vodni tlak 3,8 bar)
minimalné 3krat po 20 vtefinach.

SZ004R: Pripojte komponenty s lumeny a kanaly pfimo k proplacho-
vacimu portu injektorového voziku.

Kapitola Ruéni &isténi/dezinfekce a podkapi-
tola:

B Kapitola Ruéni ¢isténi ultrazvukem a desin-
fekce ponofenim

Kapitola Strojni ¢isténi/dezinfekce a podkapi-

tola:

B Kapitola Strojni alkalické ¢iSténi a tepelna
desinfekce

Kapitola Strojni ¢isténi/dezinfekce s ru¢nim

predcisténim a podkapitola:

B Kapitola Ruéni predcisténi kartackem

W Kapitola Strojni alkalické ¢iSténi a tepelna
desinfekce

Kapitola Strojni ¢isténi/dezinfekce s ru¢nim

predcisténim a podkapitola:

B Kapitola Ru¢ni pred¢isténi ultrazvukem a
kartackem

B Kapitola Strojni alkalické ¢iSténi a tepelna
desinfekce

304



4.9  Rucni ¢isténi/dezinfekce

» Pred ru¢ni dezinfekci nechejte z vyrobku dostate¢né okapat oplacho-
vaci vodu, aby nedo3lo ke zfedéni roztoku dezinfekéniho prostredku.

» Po ruénim ¢isténi/dezinfekei zkontrolujte viditelné povrchy vizualné na
pfipadné zbytky.

» V pfipadé potfeby postup ¢isténi/dezinfekce zopakujte.

4.9.1  Rucni ¢iSténi a desinfekce ponorenim

Desinfekéni Cisténi PT (chladno) Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*
1l Mezioplach PT (chladno) 1 - PV -
1] Desinfekce PT (chladno) 5 2 PV Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*
v Zavérecny oplach PT (chladno) 1 - DEV -
\" Suseni PT - - - -
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné vody)
PT: Pokojov teplota

*Doporuceno: BBraun Stabimed fresh

» Respektujte informace o vhodnych &isticich kartacich a jednorazovych
stfikackach, viz Validovany postup €isténi a dezinfekce.

Faze |

» \lyrobek tplné ponofte do Cisticiho a dezinfekéniho roztoku minimalné
na 15 min. Dbejte pfitom na to, aby byly namoceny viechny pfistupné
povrchy.

» \yrobek ¢istéte vhodnym ¢isticim kartac¢em v roztoku tak dlouho, az na
povrchu nebudou viditelné Zadné zbytky.

» V pfipad€ potieby drhnéte neviditeIné povrchy nejméné 1 min vhodnym
Cisticim kartacem.

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v pribéhu Cisténi pohybujte.

» Zavérem tato mista dlkladné proplachnéte pomoci vhodné stfikacky na
jedno pouziti dezinfekénim roztokem s ¢isticim Ucinkem, minimaliné
v3ak 5 krat.

Faze Il

» Viyrobek dikladné oplachnéte/proplachnéte pod tekouci vodou
(v3echny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v priibéhu proplachovéani pohybuijte.

» Zbytkovou vodu nechte dostate¢né okapat.

Faze Ill

» Vyrobek tpln€ ponofte do desinfekéniho roztoku.

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v pribéhu dezinfikovani pohybujte.

» Proplachnéte lumen na zac¢atku doby plsobeni vhodnou jednorazovou
stfikatkou nejméné 5krat. Dbejte pfitom na to, aby byly namodeny
viechny pfistupné povrchy.

Faze IV
» Vlyrobek dukladné oplachnéte/proplachnéte (viechny pFistupné
povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. pfi
kone¢ném oplachu pohybujte.

» Proplachnéte lumen vhodnou stfikatkou na jedno pouziti nejméné
5 krat.

» Zbytkovou vodu nechte dostate¢né okapat.

Faze V

» Ve fazi sudeni vysuste vyrobek s pouzitim vhodnych pomocnych pro-
stfedkd (napf. utérek, stlateného vzduchu), viz Validovany postup ¢&is-
téni a dezinfekce.
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4.9.2  Rucni ¢isténi ultrazvukem a desinfekce ponofenim

Ultrazvukové cisténi PT (chladno) Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*
1l Mezioplach PT (chladno) PV -
1] Desinfekce PT (chladno) PV Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*
\Y Zavérecny oplach PT (chladno) DEV -
Vv Suseni PT - - -
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné vody)
PT: Pokojov teplota

*Doporuceno: BBraun Stabimed fresh

» Respektujte informace o vhodnych &isticich kartacich a jednorazovych
stfikackach, viz Validovany postup €isténi a dezinfekce.

Faze |

» Viyrobek Cistéte minimané 15 min v ultrazvukové lazni (frekvence
35 kHz). Pfitom je zapotiebi dbat na to, aby viechny pfistupné plochy
byly namoceny a zabranit vzniku zvukovych stind.

» Vyrobek Cistéte vhodnym Cisticim kartacem v roztoku tak dlouho, az na
povrchu nebudou viditelné Zadné zbytky.

» \/ pfipadé potfeby drhnéte neviditeIné povrchy nejméné 1 min vhodnym
Cisticim kartacem.

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v pribéhu ¢isténi pohybujte.

» Zavérem tato mista dikladné proplachnéte pomoci vhodné stiikacky na
jedno pouziti dezinfekénim roztokem s ¢isticim Ucinkem, minimaliné
viak 5 krat.

Faze Il

» Viyrobek dikladné oplachnéte/proplachnéte pod tekouci vodou
(v3echny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v priibéhu proplachovani pohybuijte.

» Zbytkovou vodu nechte dostateéné okapat.

Faze Il

» \lyrobek tplné ponoite do desinfekéniho roztoku.

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v pribéhu dezinfikovani pohybujte.

» Proplachnéte lumen na za¢atku doby plsobeni vhodnou stfikackou na
jedno pouziti nejméné 5 krat. Dbejte pfitom na to, aby byly namoceny
viechny pfistupné povrchy.

Faze IV

» Viyrobek dikladné oplachnéte/proplachnéte pod tekouci vodou
(v3echny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. pfi
koneéném oplachu pohybujte.

» Proplachnéte lumen vhodnou stfikackou na jedno pouziti nejméné
5 krat.

» Zbytkovou vodu nechte dostate¢né okapat.

Faze V

» Ve fazi suSeni vysuste vyrobek s pouzitim vhodnych pomocnych pro-

stfedkd (napf. utérek, stla¢eného vzduchu), viz Validovany postup &is-
téni a dezinfekce.
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4.10 Strojni Cisténi/dezinfekce

Upozornéni

Cistici a desinfekéni pristroj musi mit ovéfenou tcinnost (napf. povoleni

FDA nebo oznaceni CE na zdkladé normy DIN EN ISO 15883).

Upozornéni

Pouzity Ciatici a desinfekéni pristroj musi byt pravidelné udrzovany a kont-

rolovany.

4.10.1 Strojni alkalickeé ¢iSténi a tepelna desinfekce
Typ pfistroje: Jednokomorovy €istici/desinfekéni pfistroj bez ultrazvuku

Pfedoplach <25[77 3 PV -
I Cisténi 55/131 10 DEV B Koncentrat, alkalicky:
- pH~13
- <509 aniontové tenzidy
W pracovn roztok 0,5 %
- pH~ 11"
1]] Mezioplach >10/50 1 DEV -
\Y Termodesinfekce 90/194 5 DEV -
\' Suseni - - - Podle programu Cisticiho a desinfekéniho pfistroje
PV: Pitna voda
DEV: Zcela soli zbavend voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné vody)

*Doporucen: BBraun Helimatic Cleaner alcaline

» Po strojnim ¢isténi/desinfekci zkontrolujte povrchy na viditelné zbytky.
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4.11 Strojni ¢isténi/dezinfekce s ru¢nim predcisténim
Upozornéni

Cistici a desinfekéni pristroj musi mit ovéfenou tcinnost (napf. povoleni
FDA nebo oznaceni CE na zdkladé normy DIN EN ISO 15883).

Upozornéni

Pouzity ¢iatici a desinfekéni pfistroj musi byt pravidelné udrZzovany a kont-
rolovany.

4.11.1 Rucni pFedcisténi kartackem

Desinfekéni Cisténi PT (chladno) >15 Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*
1l Oplach PT (chladno) 1 - PV -
PV: Pitna voda
PT: Pokojov teplota

*Doporuceno: BBraun Stabimed fresh

» Respektujte informace o vhodnych &isticich kartacich a jednorazovych
stfikackach, viz Validovany postup ¢isténi a dezinfekce.

Faze |

» \lyrobek tplné ponofte do Cisticiho a dezinfekéniho roztoku minimalné
na 15 min. Dbejte pfitom na to, aby byly namoceny viechny pfFistupné
povrchy.

» Vyrobek ¢istéte vhodnym ¢isticim kartac¢em v roztoku tak dlouho, az na
povrchu nebudou viditelné Zadné zbytky.

» V pfipadé potieby drhnéte neviditeIné povrchy nejméné 1 min vhodnym
Cisticim kartacem.

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v pribéhu cisténi pohybujte.

» Zavérem tato mista dlkladné proplachnéte pomoci vhodné stfikacky na
jedno pouziti dezinfekénim roztokem s Cisticim U¢inkem, minimalné
viak 5 krat.

Faze Il

» Viyrobek dikladné oplachnéte/proplachnéte pod tekouci vodou
(v3echny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v pribéhu proplachovani pohybujte.
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4.11.2 Rucni pfedcisténi ultrazvukem a kartackem

Ultrazvukové cisténi PT (chladno) >15 Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*
1l Oplach PT (chladno) 1 - PV -
PV: Pitna voda
PT: Pokojov teplota

*Doporuceno: BBraun Stabimed fresh

» Respektujte informace o vhodnych Cisticich kartacich a jednorazovych
stfikackach, viz Validovany postup ¢isténi a dezinfekce.

Faze |

» Viyrobek Cistéte minimané 15 min v ultrazvukové lazni (frekvence
35 kHz). Pfitom je zapotiebi dbat na to, aby viechny pfistupné plochy
byly namoceny a zabranit vzniku zvukovych sting.

» Vyrobek Cistéte vhodnym Cisticim kartac¢em v roztoku tak dlouho, az na
povrchu nebudou viditelné Zadné zbytky.

» \/ pfipadé potfeby drhnéte neviditeIné povrchy nejméné 1 min vhodnym
Cisticim kartacem.

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v pribéhu cisténi pohybujte.

» Zavérem tato mista dikladné proplachnéte pomoci vhodné strikacky na
jedno pouziti dezinfekénim roztokem s Cisticim U¢inkem, minimalné
v3ak 5 krat.

Faze Il

» Viyrobek dikladné oplachnéte/proplachnéte pod tekouci vodou
(v3echny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v pribéhu proplachovani pohybujte.

4.11.3 Strojni alkalické ¢iSténi a tepelna desinfekce
Typ pristroje: jednokomorovy ¢istici/dezinfekéni pfistroj bez ultrazvuku

Pfedoplach <25[77 -
1l Cisteni 55/131 10 DEV B Koncentrat, alkalicky:
- pH ~
- <509 aniontové tenzidy
B pracovn roztok 0,5 %
- pH~11*
1] Mezioplach >10/50 1 DEV -
\" Tepelna desinfekce 90/194 5 DEV -
Vv Suseni - - - Podle programu Cisticiho a desinfekéniho pfistroje
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné vody)

*Doporucen: BBraun Helimatic Cleaner alcaline

» Po strojovém CiSténi a desinfekci zkontrolujte vSechny viditelné
povrchy, zda na nich nejsou zbytky.
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4.12 Revize
» \lyrobek nechejte vychladnout na teplotu mistnosti.
» Mokry nebo vlhky vyrobek vysuste.

4.12.1 Vizualni kontrola

» Ujistéte se, ze byly odstranény vSechny nelistoty. Vénujte zvlastni
pozornost napf. umisténi licovacich ploch, zavésu, ¢epU, zapusténych
oblasti a vyfezanych drazek.

» V pripadé znediSténych vyrobkl: Postup ¢isténi a dezinfekce zopakujte.

» Nastroje s rozhranim s implantaty zkontrolujte, zda nejsou poskozené,
nemaji otfepy nebo deformace v mistech odpovidajicich funkénich
geometrii, protoze by mohlo dojit pfed pouzitim k poSkozeni implan-
tatd. To plati zejména pro:

- Geometrie hvézdicovych koncovek (napf. Sroubovaku 13, nastroje
na odstrafiovani Sroubt 14, Sroubovacich koncovek 19, momento-
vého klice 11)

- Povrchy, které jsou v kontaktu s hlavami Sroubl (napf. pro
Sroubovak 13, Sroubovaci koncovku 19, nastroj na odstranovani
Sroubl 14, momentovy kli¢ 11)

- Geometrie zavitu pro pfipojeni k vnitfnimu zavitu hlavy Sroubu (dFik
nastroje na odstrafovani Sroubl 15)

- Povrchy, které jsou v kontaktu s dlahou (napf. drzak dlahy 3, ohybaci
klesté na dlahy 2, pouzdra pro vrtak/zavitnik 8/9/10, protimomen-
tovy kli¢ 12)

- Povrchy v kontaktu s ty&i (napf. protimomentovy kli¢ 12)

» Zkontrolujte vyrobek, zda neni poSkozeny, napf. izolace ¢i zkorodované,
volné, ohnuté, rozlomené, popraskané, opotiebené, silné poskrabané a
odlomené dily.

» Zkontrolujte vyrobek, zda na ném nechybi nebo nejsou vybledlé Stitky
a/nebo barevné znacky (napf. barva rukojeti, pozlaceni).

» Vyrobek s Uzkym dlouhym tvarem zkontrolujte, zda neni zdeformovan
(zejména rotujici nastroje).

» Zkontrolujte ostrost feznych nastroji (napfiklad hroty vrtakad).

» Zkontrolujte povrchy, zda nevykazuji hrubé zmény.

» Zkontrolujte vyrobek, zda nema otfepy, které by mohly poskodit tkan
nebo chirurgické rukavice.

» Zkontrolujte vyrobek, zda nema volné nebo chybéjici dily.

» Zkontrolujte priichodnost kanyl nastroju.

» Poskozeny nebo opotiebovany vyrobek okamzité vyfadte a vratte do
technického servisu Aesculap, viz Technicky servis.

4.12.2 Funkéni zkouska

A\ POZOR

Nebezpeéi poskozeni vyrobku (otérem/korozi) v dusledku nedostateé-
ného mazani olejem!

» Pied funkéni kontrolou namazte pohyblivé soudasti (napf. spoje,
posuvné komponenty a zavitové tyce) servisnim olejem, ktery je
vhodny pro pFislusny sterilizacni proces (nap¥. olejovy sprej
STERILIT® | JG60O pro parni sterilizaci nebo kapaci maznici
STERILIT® | JG598). Nezapomeifite naolejovat nastroj s Sikmym
ozubenym prevodem SZ116R na oznacenych mistech.

» Rozmontovatelny vyrobek sestavte, viz Montaz.

» Pro usnadnéni pohybu a zajisténi kompatibility zkontrolujte nastroje,
které jsou vybaveny rozhranim s jinymi nastroji.

» Zajistéte, aby byly nastroje se ¢tverhrannym nebo Sestihrannym konek-
torem Ennovate samocinné blokovany v rukojetich.

» Zkontrolujte, zda je mozné pfipojit a odstranit koncovky 19/21/22 a
hloubkové dorazy 20 z/do nastroje s Sikmym ozubenym pfevodem 18.
Zkontrolujte, zda se po nasazeni koncovky a hloubkové dorazy neuvol-
fuji z nastroje s Sikmym ozubenym prevodem.
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» Zkontrolujte samodrzné vlastnosti nastroji (Sroubovaku 13 a koncovky
Sroubovaku 19).

» Zkontrolujte fungovani vyrobku.

» Zkontrolujte, zda se vSechny pohyblivé ¢&asti (napf. zavésy,
zamky/zapadky, posuvné ¢asti) hladce a zcela pohybuji.

» Zkontrolujte, zda zamky bezpeéné funguji.

» Zkontrolujte kompatibilitu s pfislusnymi vyrobky.

» Nefunkéni vyrobek okamzité vyradte a vratte do technického servisu
Aesculap, viz Technicky servis.

4.13 Montaz

4.13.1 Ennovate Cervical ohybaci klesté na okcipitalni dlahy
(FWO090R)

a

s -

—

Obr. 22

» Zasunite knoflik a a otacejte jim ve sméru hodinovych rucicek, viz
Obr. 22.

4.13.2 Ennovate Cervical okcipitalni momentovy kli¢ (SZ109R)

/\ VAROVANI
Nespravna montaz vede k poruse nastroje!
» Ujistéte se, Ze je nastroj spravné sestaven.

c

/3

R

Obr. 23

» Znovu pripojte hvézdicovou koncovku a do momentového klice tak, ze
ji zasunete do prohlubné na vnitfnim povrchu hlavy momentového
klice, jak je znazornéno na levé stran€ obrazku, viz Obr. 23.

Vnitfni povrch momentového klice Ize rozpoznat pomoci dvou integro-
vanych Sroubl b.

» Otacejte kridlatym Sroubem ¢ po sméru hodinovych ruci¢ek a pfipev-
néte jej k zadni Casti hlavy klice. Pevné utahnéte kfidlaty Sroub, jak je
znazorné€no na pravé stran€ obrazku, viz Obr. 23.

Zadni stranu kli¢e poznate podle hladkého povrchu d.



4.13.3 Drzak dlahy (SZ101R)

Obr. 24

» Vratte horni ¢ast a drzaku dlahy zpét dolli a vyrovnejte ji s dolni ¢asti b,
viz Obr. 24.
» Zatlacte paku c dopfedu.

4.13.4 Nastroj s Sikmym ozubenym pfevodem (SZ116R)

Obr. 25

» Zasunhte dfik b a otacenim a ve sméru hodinovych rucicek jej upevnéte.

4.14 Baleni

» Produkty je vhodné chranit jemnymi pracovnimi Spickami.

» Vyrobek ulozte na pfislusné skladovaci misto nebo do vhodného sito-
vého ko3e. Zajistéte ochranu ostfi nastroju.

» Sitové kode zabalte pfiméfené sterilizatnimu postupu (napf. do steril-
nich kontejner Aesculap).

» Zajistéte, aby obal zabezpecil uloZzeny vyrobek v pribéhu skladovani
proti opétovné kontaminaci.

4.15 Parni sterilizace

» Zajistéte, aby sterilizaéni prostfedek mél pfistup ke viem vng&jsim i
vhitfnim povrchim (napf. otevienim ventild a kohoutd).

» Validovana metoda sterilizace
- Parni sterilizace metodou frakcionovaného vakua

- Parnisterilizator podle normy DIN EN 285 a validovany podle normy
DIN EN ISO 17665
- Sterilizace metodou frakcionovaného vakua pfi 134 °C [ doba piso-
beni 5 min
» Pri soucasné sterilizaci nékolika vyrobkl v parnim sterilizatoru najed-
nou zajistéte, aby nedoslo k prekroeni maximalniho stanoveného
objemu parniho sterilizatoru dle pokynd vyrobce.

4.16 Skladovani

» Sterilni vyrobky skladujte v obalech nepropoustéjicich choroboplodné
zarodky, chranéné pred prachem v suchém, tmavém a rovnomérné
temperovaném prostoru.

» Steriln€ balené vyrobky na jedno pouZiti skladujte chranéné pred pra-
chem v suchém, tmavém a rovnomérné temperovaném prostoru.

5. Technicky servis

/\ PozOR

Provadéni zmén na zdravotnickych prostiedcich muze mit za nasledek
ztratu zaruky/naroku ze zaruky jakoz i pFipadnych povoleni.

» Na vyrobku neprovadéjte zmény.

» Pro servis a opravu se obratte na své narodni zastoupeni spolecnosti
B. Braun/Aesculap.

Adresy servisu

Aesculap Technischer Service

Am Aesculap-Platz

78532 Tuttlingen | Germany

Phone: +49 7461 95-1601

Fax: +49 7461 16-2887

E-Mail: ats@aesculap.de

Adresy dalSich servisl se dozvite prostfednictvim vySe uvedené adresy.

6. Likvidace

/\ VAROVANI
Nebezpeéi infekce zplisobené kontaminovanymi vyrobky!

» P¥i likvidaci nebo recyklaci vyrobku, jeho komponent a jejich obalu
dodrzujte narodni predpisy.

/\ VAROVANI

Nebezpeéi poranéni o vyrobky s ostrymi hranami a/nebo $picaté

vyrobky!

» Pri likvidaci nebo recyklaci vyrobku zajistéte, aby obal zabranoval
poranéni o vyrobek.

Upozornéni

Vyrobek musi byt pred likvidaci zpracovdn provozovatelem, viz Validovand
metoda upravy.

7. Symboly na vyrobku a obalu

8. Distributor
B. BRAUN Medical s.r.o0.

V Parku 2335/20

148 00 Praha 4

Mazaci misto

Tel.: 271091 111
Fax: 271091 112
E-mail: servis.cz@bbraun.com
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